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        Regulatory Systems on Ensuring Access to Quality Medicines 㸦JFY 2019㸧 
�
� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � 1DPH�� � .+$LIS$�$.%$RO9$�
� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � &RXQWU\�� � � � � � � � $=ER%$I-$1� � � � � � � �
� � � � � � � � � � � � � � � � � � � � � � � � � � � OUJDQL]DWLRQ�'HSDUWPHQW�'LYLVLRQ��$QDO\WLF�E[SHUWLVH�&HQWHU�3KDUPDFRYLJLODQFH� � � � � � � �

�
ձ 2rgani]ational &hart 

�

 7he 0inistry oI +ealthcare oI $]erEaiMan RepuElic��DOVR�NQRZQ�DV�MLQLVWU\�RI�+HDOWK�RI�$]HUEDLMDQ�

Goverment of 
Azerbaijan Republic

0LQLVWU\ RI +HDOWK RI 
$]HUEDLMDQ 5HSXEOLF

$QDO\WLFDO ([SHUWLVH 
&HQWHU

0DQDJLQJ DSDUDWH

3KDUPDFRYLJLODQFH 
VHFWRU   

4XDOLW\ PDQDJHPHQW 
VHFWRU 

/HJDO VHFWRU

6HUYLFH VHFWRUV

'HSDUWPHQW RI 
5HJLVWUDWLRQ�
H[SHUWLVH  RI 
PHGLFLQHV 

'HSDUWPHQW RI 
,PSRUW�H[SHUWLVH RI 

PHGLFLQHV 

'HSDUWPHQW RI 
4XDOLW\ &RQWURO 
/DERUDWRU\ RI 

0HGLFLQHV 

'HSDUWPHQW RI 6WDWH 
,QVSHFWLRQ RI 3ULYDWH 

3KDUPDFHXWLFDO 
2UJDQL]DWLRQV

'HSDUWPHQW RI 
5HODWLRQ ZLWK 

3KDUPDFHXWLFDO 
2UJDQL]DWLRQ

6XSSRUWLQJ 
GHSDUWPHQWV

'HSDUWPHQW RI 
�6LQJOH :LQGRZ� 

'HSDUWPHQW RI 
*HQHUDO VHUYLFHV

'HSDUWPHQW RI 
)LQDQFH

'HSDUWPHQW RI 
3XUFKDVLQJ

'HSDUWPHQW RI 
6HFXULW\

'HSDUWPHQW RI ,7

,QQRYDWLRQ DQG 
6XSSO\ &HQWHU

6DQLWDU\ DQG 
4XDUDQWLQH 
,QVSHFWLRQ

Baku City Drug 
Administration

Pharmaceutical and 
Medical Industry 

Association

Ministry of 
Economy

Tariff (Price) 
Council
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RHSXEOLF�LV�D�JRYHUQPHQWDO�DJHQF\�ZLWKLQ�WKH�&DELQHW�RI�$]HUEDLMDQ�LQ�FKDUJH�RI�UHJXODWLQJ�WKH�KHDOWKFDUH�
V\VWHP�LQ�$]HUEDLMDQ�RHSXEOLF�� �

 0inistry oI (conomy-� LVVXHV� OLFHQVHV�� SHUPLWV�� FHUWLILFDWHV� DQG� RWKHU� GRFXPHQWV� IRU� YDULRXV�
HQWUHSUHQHXULDO�DFWLYLWLHV��

 7ariII �3rice� &ouncil-�LQ�FRPSOLDQFH�ZLWK�UHOHYDQW�OHJLVODWLRQ�UHJXODWHV�SULFHV�RI�SKDUPDFHXWLFDOV��
 ønnovation and Supply &enter � TKH� IQQRYDWLRQ� DQG� SXSSO\� &HQWUH� XQGHU� WKH� MO+� RUJDQL]HV�

SURFXUHPHQW�IRU�PHGLFLQHV�GHWHUPLQHG�E\�WKH�MO+��OUJDQL]HV�VXSSO\�RI�PHGLFLQHV�DQG�PHGLFDO�VXSSOLHV�
RQ�WKH�EDVLV�RI�WKH�UHTXLUHPHQWV�RI�JRYHUQPHQW�KHDOWKFDUH�LQVWLWXWLRQV��3DUWLFLSDWH�LQ�GHWHUPLQLQJ�WKH�QHHGV�
RI�PHGLFDO�HTXLSPHQW��LQVWUXPHQWV��DSSDUDWXV��GHYLFHV��GHYLFHV�EDVHG�RQ�WKH�RUGHU�RI�PHGLFDO�LQVWLWXWLRQV��

 Sanitary and 4uarantine ,nspection ± LVVXHV�SHUPLVVLRQ�FHUWLILFDWH�IRU�IRRG�VXSSOHPHQWV�DQG�K\JLHQH�
SURGXFWV��

 %aNu &ity 3harmacy $dministration ± VWDWH� SKDUPDFLHV� ZKLFK� LV� ORFDWHG� LQ� FDSLWDO� FLW\� �%DNX��
VXERUGLQDWHV�WR�WKLV�DGPLQLVWUDWLRQ��

 3harmaceutical and 0edical ,ndustry $ssociation ± VWDWH�SKDUPDFLHV�ZKLFK�LV�ORFDWHG�LQ�RXW�RI�FDSLWDO�
FLW\�VXERUGLQDWHV�WR�WKLV�DVVRFLDWLRQ��

 $nalytical ([pertise &enter ± WKH�LQLWLDWLYH�RI�WKH�MLQLVWU\�RI�+HDOWK��IRU�VWUHQJWKHQLQJ�RI�VWDWH�FRQWURO�
RYHU�WKH�TXDOLW\��HIILFLHQF\�DQG�VHFXULW\�DQG�HPHUJLQJ�LVVXHV�LQ�WKH�DFWLYLWLHV�RI�WKH�SDUWLFLSDQWV�LQ�RUGHU�WR�
UHJXODWH� WKH� SKDUPDFHXWLFDO� PDUNHW�� $QDO\WLFDO� E[SHUWLVH� &HQWHU� ZDV� HVWDEOLVKHG� LQ� ������ MDLQ�
UHVSRQVLELOLW\�RI�WKH�&HQWHU�LV�WR�SURYLGH�VRFLHW\�ZLWK�KLJK�TXDOLW\��VDIH�DQG�HIIHFWLYH�PHGLFLQHV��

 3harmacovigilance sector ��VHFWRU
V�PDLQ�DFWLYLW\�LV�V\VWHPDWLF�PRQLWRULQJ�RI�DGYHUVH�GUXJ�UHDFWLRQV�DQG�
ULVN-EHQHILW�EDODQFH�WR�HQVXUH�WKH�VDIH�XVH�RI�WKH�PHGLFLQHV��JDWKHULQJ�LQIRUPDWLRQ��UHJLVWHULQJ��HYDOXDWLQJ��
DUFKLYLQJ��HVWDEOLVKLQJ�FRQWDFWV�EHWZHHQ�WKH�SDUWLHV�DQG�WDNLQJ�WKH�QHFHVVDU\�PHDVXUHV�WR�PLQLPL]H�WKH�
GDPDJH�FDXVHG�E\�GUXJV��

 'epartment oI Registration�e[pertise oI medicines � TKH� SWDWH� 'HSDUWPHQW� RI� RHJLVWUDWLRQ� RI� WKH�
$QDO\WLFDO�E[SHUWLVH�&HQWHU�RI�WKH�MLQLVWU\�RI�+HDOWK�DFWV�DV�D�VWUXFWXUDO�XQLW��
IQ�DFFRUGDQFH�ZLWK�KLV�GXWLHV��SHUIRUPV�WKH�IROORZLQJ�IXQFWLRQV��

�� IPSOHPHQWDWLRQ�RI�VWDWH�UHJLVWUDWLRQ�RI�PHGLFLQHV��
�� $SSURYDO�RI�WKH�VWDWH�UHJLVWUDWLRQ�RI�PHGLFLQDO�SURGXFWV��H[WHQVLRQ���
�� RHFDOO�RI�VWDWH�UHJLVWUDWLRQ�RI�PHGLFLQDO�SURGXFWV��FDQFHOODWLRQ���
�� $GGLWLRQ�RI�FKDQJHV�WR�ILOHV�DQG�GRFXPHQWV�RI�UHJLVWHUHG�PHGLFLQHV��
�� +ROGLQJ�RI�WKH�VWDWH�UHJLVWHU�RI�PHGLFLQDO�SURGXFWV�WKDW�SDVVHG�VWDWH�UHJLVWUDWLRQ�LQ�WKH�WHUULWRU\�RI�WKH�

RHSXEOLF�RI�$]HUEDLMDQ��
�� 3UHSDUDWLRQ�RI�UHJXODWRU\�GRFXPHQWV�UHODWHG�WR�WKH�FLUFXODWLRQ�RI�PHGLFLQDO�SURGXFWV��
�� EOXFLGDWLRQ�RI�EHORQJLQJ�WR�PHGLFLQDO�SURGXFWV�RI�SURGXFWV�UHFHLYHG�IRU�SWDWH�RHJLVWUDWLRQ��

 'epartment oI ,mport�e[pertise oI medicines ±�&RQWUROV�WKH�LPSRUW�RI�PHGLFLQHV�DQG�PHGLFDO�JRRGV�LQ�
WKH�WHUULWRU\�RI�WKH�$]HUEDLMDQ�RHSXEOLF�� �

 'epartment oI 4uality &ontrol LaEoratory oI medicines ±  TKH�LDERUDWRU\� RI�4XDOLW\�&RQWURO� RI�
MHGLFLQDO�3UHSDUDWLRQV��L4&M3��RI�WKH�$QDO\WLFDO�E[SHUWLVH�&HQWHU��XVHG�LQ�WKH�ZRUOG�SUDFWLFH�RI�VRPH�
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FRXQWULHV��DV�ZHOO�DV�LQ�$]HUEDLMDQ��ZDV�HVWDEOLVKHG�WR�FRQWURO�WKH�TXDOLW\�RI�GUXJV�LPSRUWHG�OHJDOO\�DQG�
LOOHJDOO\�LQWR�RXU�RHSXEOLF�DQG�ZLWK�WKH�JRDO�RI�SURWHFWLQJ�WKH�KHDOWK�RI�WKH�SRSXODWLRQ��

 'epartment oI State ,nspection oI 3rivate 3harmaceutical 2rgani]ations ± LV UHVSRQVLEOH� IRU�
SHULRGLFDOO\�LQVSHFWLRQ�RI�SULYDWH�RUJDQL]DWLRQV�ZKHUH�SKDUPDFHXWLFDO�DFWLYLWLHV�DUH�SHUIRUPLQJ�� �

 'epartment oI Relation Zith 3harmaceutical 2rgani]ation � TKH�PDLQ�SXUSRVH�RI� WKH�GHSDUWPHQW
V�
DFWLYLW\�LV�WR�FRQWURO�WKH�VDIHW\�DQG�TXDOLW\�RI�PHGLFLQHV�LQ�FLUFXODWLRQ�LQ�WKH�WHUULWRU\�RI�WKH�RHSXEOLF�RI�
$]HUEDLMDQ� Also, eYDOXDWHV� RI� FRPSOLDQFH� RI� SKDUPDFHXWLFDO� HQWHUSULVHV� ZLWK� WKH� UHTXLUHPHQWV� RI�
QRUPDWLYH-OHJDO�DFWV�RQ�WKH�EDVLV�RI�DSSHDOV�UHFHLYHG�IURP�WKH�MLQLVWU\�RI�+HDOWK��

�
② Legislation on pharmaceutical administration 
í3OHDVH�EULHIO\�EXOOHWLQHG�PDMRU�ODZV�DFWV�
◆1DWLRQDO�LHYHO�
・� LDZ�RQ�³3URWHFWLRQ�RI�3RSXODWLRQ�+HDOWK´�-XQH����������DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK          

・� LDZ�RQ�³MHGLFLQDO�3URGXFWV´�'HFHPEHU���������DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK     �
・� RHJXODWLRQ�RI�SWDWH�RHJLVWUDWLRQ�DQG�RHJLVWHU�&RPSLODWLRQ�RI�MHGLFDO�3URGXFWV_´�-XO\���������DGPLQLVWHUHG� � � � � � � � �
� E\�WKH�MLQLVWU\�RI�+HDOWK� �
・� LDZ�RQ�³LLFHQVHV�DQG�3HUPLWV´�MDUFK���������DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�EFRQRP\� �
�
◆LRFDO�LHYHO�

・� Decision of Board of MoH of Azerbaijan Republic on approval of some normative legal acts regulating 
pharmaceutical activity�DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK 

- Requirements for manufacturing, carriage and strorage of medicines. 
- Requirements for wholesale of medicines 
- Requirements for Pharmacies and Rules on sale of medicines from pharmacies 

・� Rules for state Registration and registery of medicines adminstered by WKH�MLQLVWU\�RI�+HDOWK.�
◆3I&�S� � 1R� � � �   �                       �

�
③ Regulatory Services 
◆3KDUPDFHXWLFDO�MDQXIDFWXULQJ� �
・ There are 4 licensed pharmaceutical manufacturers in Azerbaijan. In 2018, domestic manufacturers 
held 3.8% of the market share by value produced. Azerbaijan Republic imports 96.2% of all 
pharmaceutical and medical devices used in the country. Domestic manufactures are certified by a 
manufacturing license; this is the national analogue of GMP. There are no multinational pharmaceutical 
companies that manufacture medicines locally. 
�
MDQXIDFWXULQJ�FDSDELOLWLHV�DUH�SUHVHQWHG�LQ�WDEOH�EHORZ��

RHVHDUFK�DQG�'HYHORSPHQW�IRU�GLVFRYHULQJ�QHZ�DFWLYH�VXEVWDQFHV� 1R�
3URGXFWLRQ�RI�SKDUPDFHXWLFDO�VWDUWLQJ�PDWHULDOV��$3IV�� � 1R�
TKH�SURGXFWLRQ�RI�IRUPXODWLRQV�IURP�SKDUPDFHXWLFDO�VWDUWLQJ�PDWHULDO� <HV�

TKH�UHSDFNDJLQJ�RI�ILQLVKHG�GRVDJH�IRUPV� <HV�
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�
・ Decision on approval of some normative legal acts regulating pharmaceutical activity 

(Requirements for manufacturing, carriage and strorage of medicines) DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�
+HDOWK� �
�

◆Drug Import/Export 
・MLQLVWU\� RI� EFRQRP\� LVVXHV� OLFHQVHV� WR� ZKROHVDOHUV� DQG� LPSRUWHUV� IRU� GUXJ� LPSRUWLQJ� DQG� H[SRUWLQJ�� �
:KROHVDOHUV�DQG�LPSRUWHUV�ZKR�DUH�SHUPLWWHG�E\�WKH�MLQLVWU\�RI�EFRQRP\�DUH�DOORZHG�WR�FRQGXFW�LPSRUW�DQG�
H[SRUW�RI�SKDUPDFHXWLFDOV�DQG�PHGLFDO�GHYLFHV��%HVLGH�RI�SULYDWH�VHFWRU��JRYHUQPHQW�WRR�LPSRUW�SKDUPDFHXWLFDOV�
DQG�PHGLFDO�GHYLFHV�IRU�WKH�SXEOLF�VHFWRU��)RU�WKH�SXEOLF�VHFWRU�GUXJV�DUH�LPSRUWHG�PDLQO\�WKURXJK�WKH�øQQRYDWLRQ�
DQG�SXSSO\�&HQWHU��ZKLFK�LV�UHVSRQVLEOH�LQ�GLVWULEXWLQJ�GUXJV�DQG�UHODWHG�LWHPV�WR�JRYHUQPHQW�VHFWRU�KRVSLWDOV��
LHJDO� SURYLVLRQV� H[LVW� UHTXLULQJ� DXWKRUL]DWLRQ� WR� LPSRUW� PHGLFLQHV�� LDZV� H[LVW� WKDW� DOORZ� WKH� VDPSOLQJ� RI�
LPSRUWHG�SURGXFWV�IRU�WHVWLQJ��LHJDO�SURYLVLRQV�H[LVW�UHTXLULQJ�LPSRUWDWLRQ�RI�PHGLFLQHV�WKURXJK�DXWKRUL]HG�SRUWV�
RI�HQWU\��RHJXODWLRQV�RU� ODZV�H[LVW� WR�DOORZ�IRU� LQVSHFWLRQ�RI�LPSRUWHG�SKDUPDFHXWLFDO�SURGXFWV�DW�DXWKRUL]HG�
SRUWV�RI�HQWU\��RQH�VDPSOH�IURP�HDFK�LPSRUWHG�EDWFK�LV�LQVSHFWHG��$OO�WKH�GUXJ�LPSRUWV�WR�$]HUEDLMDQ�RHSXEOLF�
VKRXOG� EH� UHJLVWHUHG� XQGHU�'HSDUWPHQW� RI�RHJLVWUDWLRQ-H[SHUWLVH� RI�PHGLFLQHV� HVWDEOLVKHG� XQGHU�$E&�RI� WKH�
MLQLVWU\�RI�+HDOWK�DQG�DOO�GUXJ�LPSRUWHUV�DUH�KHOG�UHVSRQVLEOH�IRU�HQVXULQJ�WKDW�DOO�GUXJV�WKDW�DUH�EURXJKW�WR�WKH�
$]HUEDLMDQ�RHSXEOLF�DUH�PDQXIDFWXUHG�LQ�DFFRUGDQFH�WR�*M3��

�
� �・� LDZ�RQ�³LLFHQVHV�DQG�3HUPLWV´�MDUFK����������DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�EFRQRP\�         � � � � � �

・� LDZ�RQ�³MHGLFLQDO�3URGXFWV´�'HFHPEHU����������DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK� �
◆MDUNHWLQJ�$XWKRUL]DWLRQ�

・� IQ�$]HUEDLMDQ��OHJDO�SURYLVLRQV�UHTXLUH�PDUNHWLQJ�DXWKRUL]DWLRQ��UHJLVWUDWLRQ��IRU�DOO�SKDUPDFHXWLFDO�SURGXFWV�
RQ�WKH�PDUNHW��KRZHYHU�H[FHSWLRQV�ZDLYHUV�IRU�UHJLVWUDWLRQ�GR�H[LVW��MHGLFLQHV�IRU�KXPDQLWDULDQ�SXUSRVHV��UDUH�
PHGLFLQHV��PHGLFLQHV�XVHG�WR�FXUH�GLVHDVHV�WKDW�UHTXLUH�VSHFLILF�WUHDWPHQW�DQG�:+O�SUHTXDOLILFDWLRQ�PHGLFLQHV�
ZLWKRXW�SXEOLF�UHJLVWUDWLRQ�LQ�$]HUEDLMDQ�PD\�EH�LPSRUWHG�RQO\�IRU�QRQ-FRPPHUFLDO�XVH��MXWXDO�UHFRJQLWLRQV�
PHFKDQLVPV� DUH� QRW� LQ� SODFH�� E[SOLFLW� DQG� SXEOLFO\� DYDLODEOH� FULWHULD� H[LVW� IRU� DVVHVVLQJ� DSSOLFDWLRQV� IRU�
PDUNHWLQJ�DXWKRUL]DWLRQ�RI�SKDUPDFHXWLFDO�SURGXFWV��%\��������������WKHUH�ZHUH�������SKDUPDFHXWLFDO�SURGXFWV�
UHJLVWHUHG�LQ�$]HUEDLMDQ��TKHUH�DUH�OHJDO�SURYLVLRQV�UHTXLULQJ�WKH�MHGLFLQHV�RHJXODWRU\�$XWKRULW\��MR$��WR�
PDNH�WKH�OLVW�RI�UHJLVWHUHG�SKDUPDFHXWLFDO�SURGXFWV�SXEOLFO\�DYDLODEOH�DQG�XSGDWH�LW�UHJXODUO\��TKLV�UHJLVWHU�LV�
XSGDWHG� HYHU\�\HDU��TKH�XSGDWHG� OLVW� FDQ�EH� DFFHVVHG� WKURXJK�KWWS���ZZZ�SKDUPD�D]��MHGLFLQHV� DUH� DOZD\V�
UHJLVWHUHG�E\�WKHLU�I11��IQWHUQDWLRQDO�1RQ-SURSULHWDU\�1DPHV��RU�%UDQG�QDPH���I11��LHJDO�SURYLVLRQV�UHTXLUH�
D�IHH�WR�EH�SDLG�IRU�MHGLFLQHV�MDUNHW�$XWKRUL]DWLRQ��UHJLVWUDWLRQ��EDVHG�RQ�DSSOLFDWLRQV�DQG�WKH�UHJLVWUDWLRQ�IHH�
IRU�DSSOLFDWLRQV�FDQ�EH�DFFHVVHG�WKURXJK�KWWS���ZZZ�SKDUPD�D]�� �

� �・ LDZ�RQ�³MHGLFLQDO�3URGXFWV´�'HFHPEHU����������DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK� � � � � � � � � � � � � � �     

・ RHJXODWLRQ�RI�SWDWH�RHJLVWUDWLRQ�DQG�RHJLVWHU�&RPSLODWLRQ�RI�MHGLFDO�3URGXFWV´�DSSURYHG�E\�GHJUHH�RI�WKH� � � � � �
� � � &DELQHW�RI�MLQLVWHUV��RQ�-XO\����������ʋ����DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK� �

◆'UXJ�'LVWULEXWLRQ��LQFOXGLQJ�GUXJ�VHOHFWLRQ��SURFXUHPHQW��VDOH��
・3uElic Sector 3rocurement�-�3XEOLF�VHFWRU�SURFXUHPHQW�LQ�$]HUEDLMDQ�LV�ERWK�FHQWUDOL]HG�DQG�GHFHQWUDOL]HG��
3XEOLF�VHFWRU�UHTXHVW�IRU�WHQGHU�GRFXPHQWV�DQG�SXEOLF�VHFWRU�WHQGHU�DZDUGV�DUH�SXEOLFO\�DYDLODEOH��3URFXUHPHQW�
LV� EDVHG�RQ� WKH� SUHTXDOLILFDWLRQ�RI� VXSSOLHUV��TKH� IQQRYDWLRQ� DQG�SXSSO\�&HQWUH� XQGHU� WKH�MO+�RUJDQL]HV�
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SURFXUHPHQW�IRU�PHGLFLQHV�GHWHUPLQHG�E\�WKH�MO+�IRU�WKH�FDSLWDO�DQG�PHGLFLQHV�IRU�DOO�SURJUDPV��SURJUDPV�
DYDLODEOH�RQ�ZZZ�KHDOWK�JRY�D]�RQO\�LQ�$]HUL��IRU�WKH�FRXQWU\�DQG�FDUULHV�RXW�FHQWUDOL]HG�WHQGHULQJ��RHJLRQV�RI�
$]HUEDLMDQ�RUJDQL]H�ORFDO�SURFXUHPHQW�IRU�PHGLFLQHV��
・3uElic Sector 'istriEution�TKH�JRYHUQPHQW�VXSSO\�V\VWHP�GHSDUWPHQW�LQ�$]HUEDLMDQ�KDV�D�&HQWUDO�MHGLFDO 
SWRUH� �&MS�� DW� 1DWLRQDO� LHYHO� ZKLFK� LV� XQGHU� WKH� IQQRYDWLRQ� DQG� SXSSO\� &HQWUH�� TKHUH� DUH� QR� SXEOLF�
ZDUHKRXVHV�LQ�WKH�VHFRQGDU\�WLHU�RI�WKH�SXEOLF�VHFWRU GLVWULEXWLRQ��MHGLFDO�JRRGV�DUH�GLUHFWO\�GHOLYHUHG�IURP�
&MS� WR� KHDOWK� IDFLOLWLHV� TKHUH� DUH� QDWLRQDO� JXLGHOLQHV� RQ�*RRG�'LVWULEXWLRQ� 3UDFWLFHV� �*'3���$� OLFHQVLQJ 
DXWKRULW\�WKDW�LVVXHV�*'3�OLFHQVHV�H[LVWV��TKH�OLFHQVLQJ�DXWKRULW\�GRHV�DFFUHGLW SXEOLF�GLVWULEXWLRQ�IDFLOLWLHV��TKH�
&MS�LV�*'3�FHUWLILHG�E\�WKLV�OLFHQVLQJ DXWKRULW\��LW�LV�QRW�ISO�FHUWLILHG� 
・3rivate Sector 'istriEution�LHJDO�SURYLVLRQV�H[LVW�IRU�OLFHQVLQJ�ZKROHVDOHUV�DQG�GLVWULEXWRUV�LQ�WKH�SULYDWH 
VHFWRU��TR�REWDLQ�D�OLFHQVH�DV�D�ZKROHVDOHU�RU�D�GLVWULEXWRU�LW�LV�QHFHVVDU\�WR�FRPSO\�ZLWK�WKH�QDWLRQDO�*'3��$�OLVW�
RI�*'3�FHUWLILHG�ZKROHVDOHUV�DQG�GLVWULEXWRUV�H[LVW�LQ�WKH�SULYDWH�VHFWRU��
・Selection and rational use oI medicines�-�$�1DWLRQDO�EVVHQWLDO�MHGLFLQHV�LLVW��EML��H[LVWV��SHOHFWLRQ�RI�
PHGLFLQHV� IRU� WKH�EML� LV� XQGHUWDNHQ� WKURXJK� D�ZULWWHQ� SURFHVV��$ PHFKDQLVP� DOLJQLQJ� WKH�EML�ZLWK� WKH�
SWDQGDUG�TUHDWPHQW�*XLGHOLQHV��ST*V��LV LQ�SODFH��$OO�WKH�SXEOLF�KHDOWK�IDFLOLWLHV�KDYH�D�FRS\�RI�WKH�EML�DQG�
WKH� ST*V� TKHUH� LV� D� SXEOLF� RU� LQGHSHQGHQWO\� IXQGHG� QDWLRQDO� PHGLFLQHV� LQIRUPDWLRQ� FHQWHU SURYLGLQJ�
LQIRUPDWLRQ�RQ�PHGLFLQHV�WR�SUHVFULEHUV��GLVSHQVHUV�DQG�FRQVXPHUV��TKHUH�LV�D�QDWLRQDO�SURJUDP�RU FRPPLWWHH��
LQYROYLQJ�JRYHUQPHQW��FLYLO�VRFLHW\��DQG�SURIHVVLRQDO�ERGLHV��WR PRQLWRU�DQG�SURPRWH�UDWLRQDO�XVH�RI�PHGLFLQHV��
�
・Decision of Board of MoH of Azerbaijan Republic on approval of some normative legal acts  
regulating pharmaceutical activity DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK��

- Requirements for manufacturing, carriage and strorage of medicines. 
- Requirements for wholesale of medicines 
- Requirements for Pharmacies and Rules on sale of medicines from pharmacies. 

◆MHGLFLQH�SDIHW\��SRVW-PDUNHWLQJ��
IQ�$]HUEDLMDQ��WKH�3KDUPDFRYLJLODQFH�'HSDUWPHQW�RI�WKH�$QDO\WLFDO�E[SHUWLVH�&HQWHU�RI�WKH�MLQLVWU\�RI�+HDOWK�LV�
UHVSRQVLEOH� IRU� WKH� VDIHW\� RI� GUXJV� DQG� GRHV� SRVW� PDUNHWLQJ� VXUYHLOODQFH�� $QDO\WLFDO� E[SHUWLVH� &HQWHU�
3KDUPDFRYLJLODQFH� VHFWRU
V�PDLQ� DFWLYLW\� LV� V\VWHPDWLF�PRQLWRULQJ�RI� DGYHUVH�GUXJ� UHDFWLRQV� DQG� ULVN-EHQHILW�
EDODQFH� WR� HQVXUH� WKH� VDIH� XVH� RI� WKH� PHGLFLQHV�� JDWKHULQJ� LQIRUPDWLRQ�� UHJLVWHULQJ�� HYDOXDWLQJ�� DUFKLYLQJ��
HVWDEOLVKLQJ�FRQWDFWV�EHWZHHQ�WKH�SDUWLHV�DQG�WDNLQJ�WKH�QHFHVVDU\�PHDVXUHV�WR�PLQLPL]H�WKH�GDPDJH�FDXVHG�E\�
GUXJV� �
・$W� WKH�SUHVHQW� WLPH��$]HUEDLMDQ�SURYLGHV�FKDQJHV� LQ� WKH�LDZ�RQ�MHGLFLQHV�DQG�ZLOO�DSSURYH�QHZ�QDWLRQDO�
UHJXODWLRQV� IRU� SKDUPDFRYLJLODQFH� DFWLYLWLHV� ZKLFK� ZLOO� EH� KDUPRQL]HG� WR� EXURSHDQ� 8QLRQ� �E8�� V\VWHP�
DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK��
◆RHOLHI�S\VWHP�IRU�$GYHUVH�'UXJ�RHDFWLRQV�

・IQ�DQ�HYHQW�RI�DQ�DGYHUVH�GUXJ�UHDFWLRQ��VXFK�DV�VHULRXV��H[SHFWHG��XQH[SHFWHG�DQG�LQHIIHFWLYHQHVV��D�KHDOWKFDUH�
SURIHVVLRQDO��M$+�RU� WKH�SDWLHQW�FDQ� UHSRUW� WKH�GHWDLOV�RI�DGYHUVH�GUXJ� UHDFWLRQV� �$'R�� WR� WKH�1DWLRQDO�39�
ORFDWHG� DW�$QDO\WLFDO� E[SHUWLVH� &HQWHU� RI�MO+��ZKHUH� GHWDLOV� RI� DGYHUVH� GUXJ� UHDFWLRQV� DUH� FROOHFWHG� IURP�
JRYHUQPHQW�KRVSLWDOV�DQG�JRYHUQPHQW�PHGLFDO�LQVWLWXWLRQV��SULYDWH�PHGLFDO�LQVWLWXWLRQV�DQG�IURP�WKH�SDWLHQWV��

� � � �
・$W� WKH�SUHVHQW� WLPH��$]HUEDLMDQ�SURYLGHV�FKDQJHV� LQ� WKH�LDZ�RQ�MHGLFLQHV�DQG�ZLOO�DSSURYH�QHZ�QDWLRQDO�
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UHJXODWLRQV� IRU� SKDUPDFRYLJLODQFH� DFWLYLWLHV� ZKLFK� ZLOO� EH� KDUPRQL]HG� WR� EXURSHDQ� 8QLRQ� �E8�� V\VWHP�
DGPLQLVWHUHG�E\�WKH�MLQLVWU\�RI�+HDOWK��
�

մ 'rug 3ricing 
・TDULII�&RXQFLO� LQ� FRPSOLDQFH�ZLWK� UHOHYDQW� OHJLVODWLRQ� HVWDEOLVK� SULFHV� RI� SKDUPDFHXWLFDOV�� IQ� ������ WKH� LW�
DGRSWHG�WKH�PHFKDQLVP�ZKLFK�GHWHUPLQHV� WKH�SULFHV�IRU�PHGLFLQHV� WKDW�SDVVHG�VWDWH�UHJLVWUDWLRQ�DQG�LQFOXGHV�
PHWKRGV�IRU�FDOFXODWLQJ�ZKROHVDOH�DQG�UHWDLO�SULFHV�IRU�WKH�PHGLFLQHV��TKH�TDULII�&RXQFLO�LGHQWLILHV�EDVH�SULFHV�
E\�UHIHUULQJ�WR�DW�OHDVW���RXW�RI����UHIHUHQFHV�FRXQWULHV��TXUNH\��)UDQFH��IWDO\��SSDLQ��3RUWXJDO��*UHHFH��3RODQG��
+XQJDU\��%XOJDULD�DQG�SORYHQLD���IQ�GHWHUPLQLQJ�WKH�FRVW�RI�PHGLFLQHV��WKH�&RXQFLO�UHOLHV�RQ�WKH�ORZHVW�SULFH�
HVWDEOLVKHG�LQ�WKHVH�FRXQWULHV��TKH�MLQLVWU\�RI�EFRQRP\�FRQWUROV�REVHUYDQFH�RI�HVWDEOLVKHG�SULFHV��
 

- ³3URFHGXUH�IRU�UHJXODWLRQ�RI�SULFHV�RI�VWDWH�UHJLVWHUHG�PHGLFLQHV�DQG�LPSOHPHQWDWLRQ�RI�PRQLWRULQJ�RYHU�WKHVH�
SULFHV´�DSSURYHG�E\�OUGHU�1R������RI�WKH�&DELQHW�RI�MLQLVWHUV�RI�WKH�RHSXEOLF�RI�$]HUEDLMDQ�GDWHG�-XQH����������

- ³IQVWUXFWÕRQV�RQ�WKH�PHWKRGV�RI�FDOFXODWLRQ�RI�PHGLFLQH�SULFHV´�DSSURYHG�E\�'HFLVLRQ�1R����RI�WKH�TDULII��SULFH��
&RXQFLO�RI�WKH�RHSXEOLF�RI�$]HUEDLMDQ�GDWHG�-XO\�����������

- $QQH[�1R����WR��IQVWUXFWLRQV�RQ�WKH�PHWKRGV�RI�FDOFXODWLRQ�RI�PHGLFLQH�SULFHV��DSSURYHG�E\�'HFLVLRQ�1R����RI�
WKH�TDULII��SULFH��&RXQFLO�RI�WKH�RHSXEOLF�RI�$]HUEDLMDQ�GDWHG�-XO\�����������

- $QQH[�1R����WR��IQVWUXFWLRQV�RQ�WKH�PHWKRGV�RI�FDOFXODWLRQ�RI�PHGLFLQH�SULFHV��DSSURYHG�E\�'HFLVLRQ�1R����RI�
WKH�TDULII��SULFH��&RXQFLO�RI�WKH�RHSXEOLF�RI�$]HUEDLMDQ�GDWHG�-XO\�����������

յ Statistic 'ata 
í3OHDVH�DQVZHU�WKH�IROORZLQJ�TXHVWLRQV��LI�WKH�QXPEHU�LV�QRW�DSSOLFDEOH��SOHDVH�JLYH�DQ�DQVZHU�WR�WKH�EHVW�RI�
\RXU�NQRZOHGJH���
í3XW�WKH�\HDU�RI�WKH�SUHVHQWHG�GDWD�DV�ZHOO�LI�LW
V�DYDLODEOH�� � � � � � � � � � � � � � � � � � � � � � � � �
�� 1XPEHU�RI�SKDUPDFLVWV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ����� � ������\HDU�� �
�� 1XPEHU�RI�*M3�LQVSHFWRU��1DWLRQDO�	�LRFDO�� � � � � � � � � � � � � � � � � � � � � � � � �  � �� � � � ������\HDU�� � � �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� � � � � � � � � � � � � � � �� � � � ������\HDU�� �
�� 1XPEHU�RI�WUDGLWLRQDO�PHGLFLQH�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� � � � � � � � � �  � � ������\HDU�� �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�LPSRUWHUV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ��� � ������\HDU�� �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�ZKROHVDOHUV� �               � � � � � ��� ������\HDU�� �

�
ն (ducation and License oI 3harmacists in your country 

㸦㸯㸧 1XPEHU�RI�\HDUV�LQ�SULPDU\��VHFRQGDU\�DQG�KLJK�VFKRRO�HGXFDWLRQ�
3ULPDU\           � � � � � � �    �  \HDUV�
SHFRQGDU\� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � � \HDUV� �
+LJK�VFKRRO� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � � \HDUV�
�

㸦㸰㸧 1XPEHU�RI�\HDUV���ZHHNV�LQ�WKH�IROORZLQJ�FDWHJRULHV�GXULQJ�XQLYHUVLW\�RU�FROOHJH�
8QLYHUVLW\���FROOHJH�    � � � �    �   ���   \HDUV�
3URIHVVLRQDO�HGXFDWLRQ�        � �   1$   \HDUV�
3UDFWLFDO�WUDLQLQJ�          � �   1$   \HDUV�
'XUDWLRQ�RI�WUDLQLQJ�E\�HDFK�IDFLOLW\�  � � �   1$   \HDUV�
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+RVSLWDO�SKDUPDF\�� � � � � � � � � � � � � � � � � � � � �   �   ZHHNV�
&RPPXQLW\�SKDUPDF\�� � � � � � � � � � � � � � � � � �   �   ZHHNV�
3KDUPDFHXWLFDO�FRPSDQ\�� � � � � � � � � � � � � � � �   �  � ZHHNV�
OWKHUV�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �   1$   ZHHNV�
$JH�DW�JUDGXDWLRQ�� � � � � � � � � � � � � � � � � � � � � �   ��   \HDUV�ROG�

�
IQ�$]HUEDLMDQ��WKHUH�LV�D�VWUDWHJLF�SODQ�IRU�SKDUPDFHXWLFDO�KXPDQ�UHVRXUFH�GHYHORSPHQW�LQ�SODFH��

TKLV�VWUDWHJLF�SODQ���*XLGHOLQHV� WR�FHUWLILFDWLRQ�RI�SHUVRQV�FDUU\LQJ�RXW�PHGLFDO�DQG�SKDUPDFHXWLFDO�
DFWLYLWLHV´��ZDV�DSSURYHG�E\�MLQLVWU\�RI�+HDOWK�LQ�������TKHUH�DUH�WZR�NH\�SRLQWV�LQ�WKH�GRFXPHQW��
)LUVWO\��SKDUPDFLVWV�WKDW�KDYH�QRW�FRQWLQXRXVO\�FDUULHG�RXW�DFWLYLW\�ZLWKLQ�WKHLU�VSHFLDOW\�IRU�RYHU���\HDUV�
PD\�EH�LQYROYHG�LQ�SKDUPDFHXWLFDO�DFWLYLW\�DIWHU�KDYLQJ�SDVVHG�WUDLQLQJ�LQ�FRUUHVSRQGLQJ�HGXFDWLRQDO�
IDFLOLWLHV��SHFRQGO\�SKDUPDFLVWV�ZKR�ZRUN�LQ�GUXJVWRUHV�DUH�REOLJHG�WR�XQGHUJR�WUDLQLQJ�ZLWKLQ�FDSDFLW\�
EXLOGLQJ�IDFLOLWLHV�DW�OHDVW�RQFH�LQ�ILYH�\HDUV��

�
� � � � � �㸦㸱㸧$UH�WKHUH�DQ\�QDWLRQDO�H[DPLQDWLRQV�IRU�SKDUPDFLVWV�LQ�\RXU�FRXQWU\"�

1R�
㸦㸲㸧:KLFK�RI�WKH�IROORZLQJV�PXVW�\RX�IXOILOO�WR�REWDLQ�D�SKDUPDFLVW
V�OLFHQVH"�


�II�SUDFWLFDO�WUDLQLQJ�LV�PDQGDWRU\��JLYH�WKH�VXEMHFWV�DQG�WUDLQLQJ�SHULRG��
� � � 3UDFWLFDO�WUDLQLQJ�LV�PDQGDWRU\�WR�REWDLQ�D�SKDUPDFLVW
V�OLFHQVH� � � � � � � �
� � � TKH�WUDLQLQJ�SHULRG�LV�RQH�����PRQWK��3UDFWLFDO�WUDLQLQJ�FRQVLVWV�RI�WKH�WUDLQLQJ�DW�WKH�GHVLJQDWHG�
VLWHV�E\�ZKLFK�VXSHUYLVRUV�ZLOO�VLQJ�D�ORJ�ERRN�WKDW�LV�LVVXHG�WR�LQWHUQ�SKDUPDFLVWV�DW�WKH�EHJLQQLQJ�RI�
WKH� WUDLQLQJ� DQG� SURYLGH� D� UHSRUW� ZKHWKHU� RU� QRW� WKH� LQWHUQ� SKDUPDFLVW� FRPSOHWHG� WKH� WUDLQLQJ�
VDWLVIDFWRULO\��
�

㸦㸳㸧1XPEHU�RI�SKDUPDFHXWLFDO�XQLYHUVLW\�RU�FROOHJH�JUDGXDWHV��
� � � � � � � � � � 8QLYHUVLW\�JUDGXDWHV� � � ��-��� � ��SHU�\HDU�DSSUR[��
� � � � � � � � � � &ROOHJH�JUDGXDWHV� � � � � ��-��� � ��SHU�\HDU�DSSUR[��
�
� � � � � � � � � � TKH�DOXPQL
V�SODFHPHQW�UDWH����  �

D� +RVSLWDO�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � ��� � � � � ��
E� &RPPXQLW\�3KDUPDF\�� � � � � � � � � � � � � � � � � � ��� � � � � ��
F� *RYHUQPHQW�OUJDQL]DWLRQ�� � � � � � � � � � � � � � � � �� � � � ��
G� EQWHUSULVH�� � � � � � � � � � � � � � � � � � � � � � � � � � � � ��� � � � ��
H� OWKHUV�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � �� �

�
շ Side eIIect report 

$OO�KHDOWKFDUH�SURIHVVLRQDO��M$+CV�DQG�WKH�SDWLHQWV�DUH�HQMRLQHG�WR�UHSRUW�WKH�GHWDLOV�RI�DGYHUVH�GUXJ�UHDFWLRQV�
�$'R�� WR� WKH� 1DWLRQDO� 39� FHQWHU�� IQ�$E&�ZHEVLWH� WKHUH� LV� GRZQORDGDEOH�$'R� IRUP�ZKLFK� DQ\� KHDOWKFDUH�
SURIHVVLRQDO�RU�SDWLHQW�FDQ�DFFRPSOLVK�DQG�VXEPLW�WKH�$'R�IRUP�WR�WKH�RIILFH�RI�WKH�DJHQF\�YLD�SRVW�RIILFH�RU�
ID[��%HVLGH�RI�WKDW��ULJKW�QRZ�ZH�DUH�RQ�SURFHVV�WR�GHVLJQ�D�XVHU-IULHQGO\�DSSOLFDWLRQ�IRU�RQOLQH�UHSRUWLQJ�$'RV��
$OO�DGYHUVH�GUXJ�UHDFWLRQ�UHSRUWV�FROOHFWLQJ��HYDOXDWLQJ��DQDO\]LQJ�DQG�VXEPLWWLQJ�:+O�JOREDO�I&SR�GDWDEDVH�
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�9LJL%DVH��E\�SKDUPDFRYLJLODQFH�H[SHUWV�DW�QDWLRQDO�39�FHQWHU��:KHQ�D�VHYHUH�VLGH�HIIHFW�FDVH�LV�RFFXUUHG�LQ�D�
PHGLFDO�LQVWLWXWLRQ��KHDOWKFDUH�SURIHVVLRQDO�ZKR�LV�LQ�FKDUJH�IRU�UHSRUWLQJ��PXVW�UHSRUW�DQG�LQIRUP�QDWLRQDO�39�
ZLWKLQ����KRXUV�DERXW�$'R��$IWHU�HYDOXDWLRQ�SURFHGXUH� LI� WKHUH�LV�DQ\�LVVXHV�DFFRUGLQJ�VHULRXV�DGYHUVH�GUXJ�
UHDFWLRQ��$E&�LV�HVWDEOLVKLQJ�FRQWDFWV�EHWZHHQ�WKH�SDUWLHV�DQG�WDNLQJ�WKH�QHFHVVDU\�PHDVXUHV�WR�PLQLPL]H�WKH�
GDPDJH�FDXVHG�E\�GUXJV��$OVR�DW�QDWLRQDO�39�FHQWHU�SKDUPDFRYLJLODQFH�VSHFLDOLVW�VHQGV�UHSRUW�YLD�ZHE�EDVHG�
SURJUDP��9LJL)ORZ��WR�:+O-8M&�JOREDO�I&SR�GDWDEDVH��9LJL%DVH��� �
�
� � �
�
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6WUXFWXUH RI VWDWH V\VWHP RI SKDUPDFHXWLFDO 
UHJXODWLRQ LQ $]HUEDLMDQ 5HSXEOLF

1

0LQLVWU\ RI 
+HDOWK RI 

$]HUEDLMDQ 
5HSXEOLF

$QDO\WLFDO 
([SHUWLVH 

&HQWHU

0DQDJLQJ 
DSDUDWH

3KDUPDFRYLJL
ODQFH VHFWRU   

4XDOLW\ 
PDQDJHPHQW 

VHFWRU 
/HJDO VHFWRU

6HUYLFH 
VHFWRUV

'HSDUWPHQW 
RI 

5HJLVWUDWLRQ�
H[SHUWLVH  RI 
PHGLFLQHV 

'HSDUWPHQW 
RI ,PSRUW�

H[SHUWLVH RI 
PHGLFLQHV 

'HSDUWPHQW 
RI 4XDOLW\ 
&RQWURO 

/DERUDWRU\ RI 
0HGLFLQHV 

'HSDUWPHQW 
RI 6WDWH 

,QVSHFWLRQ RI 
3ULYDWH 

3KDUPDFHXWLF
DO 

2UJDQL]DWLRQV

'HSDUWPHQW 
RI 5HODWLRQ 

ZLWK 
3KDUPDFHXWLF

DO 
2UJDQL]DWLRQ

,QQRYDWLRQ 
DQG 6XSSO\ 

&HQWHU

6DQLWDU\ DQG 
4XDUDQWLQH 
,QVSHFWLRQ

$]HUEDLMDQ 5HSXEOLF 

$QDO\WLFDO ([SHUWLVH &HQWHU
RI WKH 0LQLVWU\ RI +HDOWK 
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3KDUPDFRYLJLODQFH VHFWRU

, KDYH EHHQ ZRUNLQJ DV D SKDUPDFRYLJLODQFH VSHFLDOLVW VLQFH 
-XQH� ���� DQG LQYROYHG LQ EHORZ PHQWLRQHG DFWLYLWLHV �

 IRUPXODWLRQ RI VHFWRU OHJLVODWLRQ
 WUDFLQJ� UHFRUGLQJ� HYDOXDWLQJ� DUFKLYLQJ DGYHUVH GUXJ UHDFWLRQV� 

WUDQVPLWWLQJ LQIRUPDWLRQ WR WKH 80& RI WKH :+2�
 H[DPLQLQJ WKH RIILFLDO ZHEVLWHV RI :RUOG +HDOWK &HQWHUV
 PLQLPL]LQJ WKH ULVN E\ PRQLWRULQJ WKH ZDUQLQJV RQ SKDUPDFHXWLFDO VDIHW\
 LQYHVWLJDWLQJ VHFXULW\�UHODWHG DSSOLFDWLRQV E\ UHJLVWHULQJ RZQHUV
 WDNLQJ WKH QHFHVVDU\ PHDVXUHV� E\ LQYHVWLJDWLQJ 5LVN 0DQDJHPHQW 3ODQV 

�503� DQG 3HULRGLF 6DIHW\ 8SGDWH 5HSRUWV �3685��
 SUHSDUDWLRQ RI D OLVW RI PHGLFLQHV XQGHU DGGLWLRQDO PRQLWRULQJ�
 GHOLYHULQJ RI LQIRUPDWLRQ WR KHDOWKFDUH SURIHVVLRQDOV�
 WDNLQJ WKH QHFHVVDU\ PHDVXUHV WR SURPRWH WKH VSRQWDQHRXV GDWD 

WUDQVPLVVLRQ E\ KHDOWKFDUH SURIHVVLRQDOV IRU WKH EHVW DSSOLFDWLRQ RI 
SKDUPDFRYLJLODQFH V\VWHP�

͛

$QDO\WLFDO ([SHUWLVH &HQWHU

 ※n Azerbai⁜an, the Pharmacovigilance Department
of the Analytical E⁪pertise ‵enter of the Ministry of
Health is responsible for the safety of drugs.
Analytical E⁪pertise ‵enter is a National Medicines
Regulatory Authority in the field of pharmacy
established in ․006 and subordinates to MoH

 ⁆he Pharmacovigilance activities started in ․00 ,
by the establishment of Analytical E⁪pertise ‵enter
of the Ministry of Health. ⁆hree years later, in
․010, AE‵ was approved as national PV and ⁜oined
the ⁇ppsala Monitoring ‵entre (⁇M‵) of the ⁉orld
Health Organization and since has been reporting
adverse drug reactions (ADRs) to the ⁇M‵ database.

 ※n ․01 , the Pharmacovigilance Department was
established. At the present time, Azerbai⁜an provides
changes in the ‾aw on Medicines and will approve
new national regulations for pharmacovigilance
activities which will be harmonized to European ⁇nion
(E⁇) system.

͚
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5ROHV DQG 3RVLWLRQ RI 3KDUPDFLVWV LQ 
WKH $]HUEDLMDQ 5HSXEOLF

 3UHSDUH� REWDLQ � VWRUH� VHFXUH� GLVWULEXWH� DGPLQLVWHU� GLVSHQVH�
DQG GLVSRVH RI PHGLFDO SURGXFWV

 3URYLGH HIIHFWLYH PHGLFDWLRQ WKHUDS\ PDQDJHPHQW
 0DLQWDLQ DQG LPSURYH SURIHVVLRQDO SHUIRUPDQFH
 &RQWULEXWH WR LPSURYH HIIHFWLYHQHVV RI WKH KHDOWKFDUH V\VWHP

DQG SXEOLF KHDOWK
 &RXQVHO SDWLHQWV
 (QVXUH SDWLHQWV
 VDIHW\
 (GXFDWH KHDOWK SURYLGHU FROOHDJXHV

͝

/HJLVODWLRQ IRU 3KDUPDFRYLJLODQFH

 ‾aw

� ‾A⁉ of the Azerbai⁜an Republic on ⃯Medicinal Products⃰ December 
․․, ․006, ⃺ ․0‪-※※※⁃

� ‾A⁉ of the Azerbai⁜an Republic on ⃯Protection of Population 
Health⃰ ‼une․6,  1‫‫ , ⃺ ‥60-※⁃

 Regulation

� ⃯Regulation of State Registration and Register ‵ompilation of 
Medical Products⃰ approved by decree of ‵abinet of Ministers, on 
‼uly 1‥, ․00 , ⃺ 10‪ 

 Others

� ⁆emporary guideline on vigilance on side effects (adverse reactions) 
of medicines allowed for medicinal use, on ‸ebruary ․․, ․006

͜
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*RRG 3UDFWLFHV

 ,Q $]HUEDLMDQ 5HSXEOLF HVWDEOLVKHG QDWLRQDO IUDPHZRUN RI TXDOLW\
VWDQGDUGV DQG JXLGHOLQHV �*03�*63�*33 DQG *'3�

 0LQLPXP QDWLRQDO VWDQGDUGV HVWDEOLVKHG IRU WKHVH DFWLYLWLHV�
 'HYHORSHG JXLGHOLQHV DQG 6WDQGDUG 2SHUDWLQJ 3URFHGXUHV �623V�

KDV SURYH WR EH D JRRG SUDFWLFH WR DFKLHYH XQLIRUPLW\ RI WKH
SHUIRUPDQFH RI D VSHFLILF IXQFWLRQ

 6WDWH SKDUPDF\ ZKHUH DOO SURFHGXUH RSHUDWHG XQGHU �*63 DQG
*33� JXLGHOLQHV DQG 623CV GHYHORSHG DFFRUGLQJ WKHVH VWDQGDUGV

 $]HUEDLMDQ SURYLGHV FKDQJHV LQ WKH /DZ RQ 0HGLFLQHV DQG JRLQJ WR
DSSURYH RI QHZ QDWLRQDO UHJXODWLRQV IRU SKDUPDFRYLJLODQFH DFWLYLWLHV
ZKLFK ZLOO EH KDUPRQL]HG WR (XURSHDQ 8QLRQ �(8� V\VWHP� $IWHU
DSSURYDO ZH DUH JRLQJ WR GHYHORS QDWLRQDO *93 JXLGHOLQHV �

͟

5ROHV DQG 3RVLWLRQ RI 3KDUPDFLVWV LQ 
WKH  $]HUEDLMDQ 5HSXEOLF

*HQHUDOO\� SKDUPDFLVWV ZRUNLQJ LQ WKHVH 
DUHDV�
3KDUPDFHXWLFDO FRPSDQLHV �GLVWULEXWRUV�
:DUHKRXVHV
1DWLRQDO 5HJXODWRU\ $XWKRULW\
3XEOLF DQG SULYDWH KRVSLWDO SKDUPDFLHV
3ULYDWH DQG VWDWH SKDUPDFLHV

͞
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0\ LQWHUHVWV

 Post-mar⁝eting Safety Measures for Drugs 
(MH‾⁉) 

Evaluation of Safety ※nformation ∝Safety 
Measure and Ris⁝ Management Plan (RMP) 

 Pharmaceutical approval system in ‼apan

͡

'LIILFXOWLHV�/HVVRQV /HDUQHG IURP 3DVW 
([SHULHQFH

 8QDYDLODELOLW\ RI HIIHFWLYH SKDUPDFRYLJLODQFH UHJXODWRU\ IUDPHZRUN
 &KDOOHQJHV WR VHW XS D QDWLRQDO GDWDEDVH V\VWHP IRU

SKDUPDFRYLJLODQFH LQ $QDO\WLFDO ([SHUWLVH &HQWHU
 +XPDQ UHVRXUFH FDSDFLW\ FRQVWUDLQWV
 (GXFDWLRQ ± QHHG WR LQFUHDVH WKH SURIHVVLRQDO VNLOOV RI H[LVWLQJ VWDII

DV ZHOO DV H[SHULHQFH H[FKDQJH ZLWK RWKHU FRXQWULHV IRU D QHZ
VXFFHVVIXO FROODERUDWLRQV�

 0HGLFDO 'LFWLRQDU\ IRU 5HJXODWRU\ $FWLYLWLHV �0HG'5$� VKRXOG EH
WUDQVODWHG LQ WR WKH QDWLYH ODQJXDJH IRU LPSURYHPHQW RI $'5
�$GYHUVH GUXJ UHDFWLRQ� UHSRUWLQJ FXOWXUH�

͠
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3art ,�  ,1)2R0$7,21 S+((7 
Regulatory Systems on Ensuring Access to Quality Medicines 㸦JFY 2019㸧 

�
1DPH�� � � � EWHUL�SKXUJKDLD� � � � � � � � � � � � � � � � � � � � � � � �
� � &RXQWU\�� � � � � *HRUJLD� � � � � � � � � � � � � � � � � � � � � � � � � �

� � � � � � � � � � � � � � � � � � � � � � � OUJDQL]DWLRQ�'HSDUWPHQW�'LYLVLRQ�� � LE3L�'UXJ�$JHQF\�IQVSHFWLRQ�'LYLVLRQ� �
�

ձ 2rgani]ational &hart 
í3OHDVH�DWWDFK�WKH�RUJDQL]DWLRQDO�FKDUW�RI�SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�DW�QDWLRQDO�VWDWH�	�ORFDO�OHYHOV�DERXW�
SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�LQ�\RXU�FRXQWU\��

� � í3OHDVH�EULHIO\�GHVFULEH�HDFK�UROH�DQG�UHVSRQVLELOLW\�RQ�SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�� �
'UXJ�$JHQF\�HQVXUHV�H[HFXWLRQ�RI�OHJLVODWLRQ�LQ�WKH�ILHOG�RI�SKDUPDFHXWLFDO�SURGXFW�FLUFXODWLRQ�DQG�LPSOHPHQWDWLRQ�
RI�FRUUHVSRQGLQJ�SWDWH�3ROLF\�ZKLFK�DLPV� WR�HQVXUH� WKH�DYDLODELOLW\�RI�HIIHFWLYH�� VDIH�DQG�TXDOLW\�SKDUPDFHXWLFDO�
SURGXFW�RQ�WKH�*HRUJLDQ�PDUNHW��
TKH�IXQFWLRQV�RI�'UXJ�$JHQF\�DUH��

 $GPLVVLRQ�RI�SKDUPDFHXWLFDO�SURGXFW�WR�WKH�*HRUJLDQ�PDUNHW��MDUNHWLQJ�$XWKRUL]DWLRQ��
 IVVXLQJ�RI�SHUPLVVLRQ�IRU��
- PDQXIDFWXULQJ�RI�SKDUPDFHXWLFDO�SURGXFW��H[FHSW�IRU�QDUFRWLFV��
- LPSRUW�RU�H[SRUW�RI�SKDUPDFHXWLFDO�SURGXFW�VXEMHFWHG�WR�VSHFLDO�FRQWURO��QDUFRWLF��SV\FKRWURSLF��SUHFXUVRU�� �
- DXWKRUL]HG�SKDUPDF\�
- FOLQLFDO�WULDO� �
 RHJLVWHU� WKH�:KROHVDOHUV� DQG�RHWDLO� VHOOHUV� �SKDUPDFLHV��RI�SKDUPDFHXWLFDO�SURGXFW�ZKLFK�DUH� VXEMHFW�RI�

QRWLILFDWLRQ�
 SHOHFWLYH�FRQWURO�RI�SKDUPDFHXWLFDO�SURGXFWV�
 SXSHUYLVLRQ�RYHU�WKH�SKDUPDFHXWLFDO�PDUNHW 

�
② Legislation on pharmaceutical administration 
í3OHDVH�EULHIO\�EXOOHWLQHG�PDMRU�ODZV�DFWV�
 LDZ�RI�*HRUJLD�RQ�³'UXJV�DQG�3KDUPDFHXWLFDO�$FWLYLWLHV´�
 *RYHUQPHQW�'HFUHH�RQ�³3HUPLVVLRQ�FRQGLWLRQV�RI�DQG�SURFHGXUH�IRU�LVVXLQJ�RI�SHUPLVVLRQ�IRU�DQG�RI�FOLQLFDO�

WULDO� VWXG\� RI� LQYHVWLJDWLRQDO� SURGXFW�� PDQXIDFWXUH�� DXWKRUL]HG� SKDUPDF\�� LPSRUW� DQG� H[SRUW� RI�
SKDUPDFHXWLFDO�SURGXFW�VXEMHFW�WR�VSHFLDO�FRQWURO�

 *RYHUQPHQW�'HFUHH�RQ�³$SSURYDO�RI�FRQGLWLRQV�IRU�ZKROHVDOH�RI�SKDUPDFHXWLFDO�SURGXFW´�
 *RYHUQPHQW� 'HFUHH� RQ� ³THFKQLFDO� RHJXODWLRQ� ±� DSSURYDO� RI� VDQLWDU\�K\JLHQLF�WHFKQLFDO� FRQGLWLRQV� RI�

SKDUPDFLHV��VSHFLDOL]HG�GUXJVWRUH��DQG�UHWDLO�VKRSV´� � �
 *RYHUQPHQW�'HFUHH�RQ�³EQVXULQJ�DFWLYLWLHV�RQ�WUDFHDELOLW\�RI�SKDUPDFHXWLFDO�SURGXFW´�

◆1DWLRQDO�LHYHO      ・                 'UXJ�$JHQF\             

◆LRFDO�LHYHO      ・                  1�$              �
◆3I&�S� � � � � � � � � � � � � � � � � 1R� � � �   � �

③ Regulatory Services 
í3OHDVH�GHVFULEH�SKDUPDFHXWLFDO�UHJXODWRU\�VHUYLFHV�RI�\RXU�FRXQWU\�LQ�UHVSRQVH�WR�HDFK�WRSLF�GHVFULEHG�EHORZ��
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íIW�LV�UHFRPPHQGHG�WR�DGG�VXSSOHPHQWDO�LQIRUPDWLRQ�VXFK�DV�V\VWHPV��UHJXODWLRQV��UHVSRQVLEOH�DGPLQLVWUDWRUV��
VLQFH�\RX�DUH�H[SHFWHG�WR�H[SODLQ�WKHP�WR�RWKHU�SDUWLFLSDQWV��
◆3KDUPDFHXWLFDO�MDQXIDFWXULQJ�

MDQXIDFWXULQJ�RI�SKDUPDFHXWLFDO�SURGXFW�LV�VXEMHFW�WR�SHUPLVVLRQ�� �
・S\VWHPV��RHJXODWLRQV��HWF��
$FFRUGLQJ�WR�WKH�ODWHVW�FKDQJHV�PDGH�LQ�*RYHUQPHQW�'HFUHH�EXURSHDQ�&RPPLVVLRQ�±�E&�*M3�ZDV�UHFRJQL]HG�
DV�1DWLRQDO� SWDQGDUG� RI�*RRG�MDQXIDFWXULQJ� 3UDFWLFH�� )URP��VW� RI� -XO\� ����� LW� FDQ� EH� LPSOHPHQWHG� E\� WKH�
PDQXIDFWXUHU� RQ� WKH� YROXQWDU\� EDVLV�� EXW� IURP� WKH� �VW� RI� -DQXDU\� ����� LW�ZLOO� EH�PDQGDWRU\� WR�PDQXIDFWXUH�
SKDUPDFHXWLFDO�SURGXFW�LQ�DFFRUGDQFH�ZLWK�1DWLRQDO�SWDQGDUG�RI�*M3��IQ�RUGHU�WR�DVVHVV�FRPSOLDQFH�ZLWK�*M3�
UHTXLUHPHQWV���*M3�IQVSHFWRUV�ZHUH�WUDLQHG�LQ�'DQLVK�SKDUPDFHXWLFDO�FROOHJH�³3KDUPDNRQ´�� �
・      � DGPLQLVWHUHG�E\�'UXJ�$JHQF\��*M3�IQVSHFWRUV� � � � � � � � � � � � � � � � � � � � � � � � �
ဵE[DPSOH��*RRG�LDERUDWRU\�3UDFWLFH��*RRG�&OLQLFDO�3UDFWLFH��*RRG�MDQXIDFWXULQJ�3UDFWLFH�
◆'UXJ�IPSRUW�E[SRUW�

 IPSRUWDWLRQ�DQG�E[SRUWDWLRQ�RI�SKDUPDFHXWLFDO�SURGXFW�E\�ZKROHVDOHUV��ZLWK�H[HPSWLRQ�RI�FRQWUROOHG�
VXEVWDQFHV�PHGLFLQHV��LV�IUHH�RI�FKDUJH�DQG�GRHV�QRW�UHTXLUH�DQ\�SHUPLVVLRQ�RU�OLFHQVH�� �

 IPSRUWDWLRQ�DQG�E[SRUWDWLRQ�RI�FRQWUROOHG�VXEVWDQFHV�PHGLFLQHV�DUH�VXEMHFW�WR�SHUPLVVLRQ��
・S\VWHPV��RHJXODWLRQV��HWF��
3KDUPDFHXWLFDO�SURGXFW�ZKLFK�LV�LQWHQGHG�WR�EH�LPSRUWHG�JRHV�WKURXJK�WKH�ILUVW�LQVSHFWLRQ�DW�WKH�SRLQW�RI�FXVWRPV�
RIILFH�EDVHG�RQ�WKH�ULVN�PDQDJHPHQW�SULQFLSOHV��IQ�FDVH�RI�GLVFUHSDQF\�LQ�SDFNDJLQJ�RU�ODEHOLQJ�KROGHU�RI�WKH�
SKDUPDFHXWLFDO�SURGXFW�FDQ�EH�ILQHG�DQG�FDUJR�LV�ZLWKKHOG�XQWLO�LW�LV�DOLJQHG�ZLWK�DSSURYHG�SURGXFW�� �

�
� � � � � � � � � � � DGPLQLVWHUHG�E\�'UXJ�$JHQF\��IQVSHFWLRQ�'LYLVLRQ��3HUPLVVLRQ�8QLW��1DUFRWLF�LHJDO�TXUQRYHU�8QLW� � � � � � � � � � �

◆MDUNHWLQJ�$XWKRUL]DWLRQ�
3harmaceutical product can Ee admitted on the *eorgian marNet through tZo diIIerent types oI 
procedures� 1ational procedure oI State registration and Recognition procedure oI State registration� 
・S\VWHPV��RHJXODWLRQV��HWF��

1ational procedure oI State registration oI pharmaceutical product 
'XULQJ� WKH�1DWLRQDO� SURFHGXUH�$JHQF\� SHUIRUPV� DGPLQLVWUDWLYH� DQG� VFLHQWLILF-WHFKQLFDO� H[SHUWLVH� RI� UHJLVWUDWLRQ�
GRVVLHU��%DVHG�RQ�SRVLWLYH�UHVXOWV�RI�WKH�DGPLQLVWUDWLYH�H[SHUWLVH�WKH�GRFXPHQWV�IXUWKHU�XQGHUJR�VFLHQWLILF-WHFKQLFDO�
H[SHUWLVH�WR�GHILQH�SURGXFWCV�VWDQGDUGL]DWLRQ��TXDOLW\��VDIHW\�DQG�WKHUDSHXWLF�HIILFLHQF\�

 

Recognition procedure oI State registration oI pharmaceutical product 
TKH�EDVLV�RI�DSSOLFDWLRQ�RI�UHFRJQLWLRQ�SURFHGXUH�RI�SWDWH�UHJLVWUDWLRQ�RI�SKDUPDFHXWLFDO�SURGXFW�LV�WKH�GLIIHUHQWLDWLRQ�
RI�RWKHU�FRXQWU\�RU�LQWHUVWDWH�UHJXODWRU\�DXWKRULW\�E\�VWULQJHQF\�DQG�DELOLW\�WR�DGPLW�WR�WKH�RZQ�PDUNHW�RQO\�KLJK�
TXDOLW\�SKDUPDFHXWLFDO�SURGXFW��
TKH�*HRUJLDQ�JRYHUQPHQW�GHILQHV�WKH�OLVW�RI�RWKHU�FRXQWULHV�RU�LQWHUVWDWH�UHJXODWRU\�DXWKRULWLHV�LQ�RUGHU�WR�UHFRJQL]H 
the pharmaceutical products authorized by them. 

 

TKH� ILUVW� LPSRUWDWLRQ� RI� SKDUPDFHXWLFDO� SURGXFW� DOUHDG\� DGPLWWHG� WR�*HRUJLDQ�PDUNHW�ZLWK� GLIIHUHQW� SDFNDJLQJ-
ODEHOLQJ�GRHVQ¶W�UHTXLUH�QHZO\�UHJLVWUDWLRQ��SXFK�SKDUPDFHXWLFDO�SURGXFW�LV�DGPLWWHG�WR�WKH�*HRUJLDQ�PDUNHW�RQ�WKH�
EDVLV�RI�QRWLILFDWLRQ��
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�
・ � � � � � � � � � � � � � � � � � � � � � � DGPLQLVWHUHG�E\�'UXJ�$JHQF\��RHJLVWUDWLRQ�'LYLVLRQ� � � � � � � � � � � � � � � � � � � � � � � � �
ဵE[DPSOH��*RRG�4XDOLW\�3UDFWLFH�
◆'UXJ�'LVWULEXWLRQ��LQFOXGLQJ�GUXJ�VHOHFWLRQ��SURFXUHPHQW��VDOH��
TKH�EHJLQQLQJ�DQG�HQG�RI�SKDUPDFHXWLFDO�SURGXFW�ZKROHVDOH�DQG�UHWDLO�VDOH�LV�VXEMHFW�WR�REOLJDWRU\�QRWLILFDWLRQ�
WR�WKH�$JHQF\�・S\VWHPV��RHJXODWLRQV��HWF��

TKH� SULQFLSOH� RI� UHJXODWLRQ� RI� VDOH� RI� SKDUPDFHXWLFDO� SURGXFW� OD\V� LQ� HQVXULQJ� RI� SURGXFW� VWRUDJH� DQG�
WUDQVSRUWDWLRQ�GLVSHQVLQJ�FRQGLWLRQV�DQG�DGHTXDWH�DGPLQLVWUDWLRQ�RI�GRFXPHQWDWLRQ�WR�HQVXUH�SURGXFW�WUDFHDELOLW\�� �

�
・ DGPLQLVWHUHG�E\�'UXJ�$JHQF\��3HUPLVVLRQ�'LYLVLRQ��IQVSHFWLRQ�'LYLVLRQ� � � � � � � � � � � � � � � � � � � � � � � �
◆MHGLFLQH�SDIHW\��SRVW-PDUNHWLQJ��
SWDNHKROGHUV�LQYROYHG�LQ�KDQGOLQJ�DQG�XVLQJ�RI�PHGLFLQHV�DUH�REOLJHG�WR�LQIRUP�$JHQF\�DERXW�DQ\�DGYHUVH�
UHDFWLRQ�UHODWHG�WR�PHGLFLQHV�ZKLFK�ZDV�QRW�LQGLFDWHG�LQ�OHDIOHW�・S\VWHPV��RHJXODWLRQV��HWF��
'UXJ�$JHQF\��RHJLVWUDWLRQ�'LYLVLRQ� � � � � � � � � � � � � � � � � � � � � � � �
ဵE[DPSOH��*RRG�3KDUPDFRYLJLODQFH�3UDFWLFH�
◆RHOLHI�S\VWHP�IRU�$GYHUVH�'UXJ�RHDFWLRQV�
・S\VWHPV��RHJXODWLRQV��HWF��
IQ������*HRUJLD�EHFDPH�D�IXOO�PHPEHU�RI�WKH�:+O�3URJUDP�IRU�IQWHUQDWLRQDO�'UXJ�MRQLWRULQJ��$JHQF\�KDV�
EHHQ�UHSRUWLQJ�DQG�UHFHLYLQJ�GDWD�UHODWHG�WR�WKH�$'R��39�V\VWHP�LV�LPSOHPHQWHG�DQG�QHHGV�IXUWKHU�LPSURYHPHQW��
・    DGPLQLVWHUHG�E\�'UXJ�$JHQF\��RHJLVWUDWLRQ�'LYLVLRQ� � � � � � � � � � � � � � � � � � � � � � �  

մ 'rug 3ricing 
յ TKHUH�LV�QR�SULFH�FRQWURO�DQG�SKDUPDFHXWLFDO�SURGXFW�SULFH�PDNLQJ�V\VWHP�LV�IUHH�LQ�FRPSHWLWLYH�VHJPHQWV��

1HYHUWKHOHVV��WKHUH�DUH�QXPEHU�RI�VWDWH�SURJUDPV�SURYLGLQJ�E\�WKH�MLQLVWU\�RI�IQWHUQDOO\�'LVSODFHG�3HUVRQV�
IURP� WKH� OFFXSLHG� THUULWRULHV�� LDERXU�� +HDOWK� DQG� SRFLDO� $IIDLUV� RI� *HRUJLD� ZKLFK� HQVXUH� SDWLHQWV�
DFFHVVLELOLW\� WR� PHGLFLQHV� IUHH� RI� FKDUJH� RU� RQ� WKH� EDVLV� RI� D� VPDOO� FRSD\PHQW�� State Program for 
Elimination of Hepatitis C; Universal Health Care (UHC) Program; HIV / AIDS State Program; State 

Program of Drug Addiction; Mental Diseases; Providing special medicines; Medications for Early Breast 

Cancer; TB Management; Dialysis and Renal Transplantation. 

í3OHDVH�GHVFULEH�DERXW�SULFH�FRQWURO�DQG�GUXJ�SULFH�PHFKDQLVP�DW�SXEOLF�VHFWRU�LQ�\RXU�FRXQWU\��
ն Statistic 'ata 

í3OHDVH�DQVZHU�WKH�IROORZLQJ�TXHVWLRQV��LI�WKH�QXPEHU�LV�QRW�DSSOLFDEOH��SOHDVH�JLYH�DQ�DQVZHU�WR�WKH�EHVW�RI�
\RXU�NQRZOHGJH���
í3XW�WKH�\HDU�RI�WKH�SUHVHQWHG�GDWD�DV�ZHOO�LI�LW
V�DYDLODEOH�� � � � � � � � � � � � � � � � � � � � � � � � �
�� 1XPEHU�RI�SKDUPDFLVWV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � QRW�DYDLODEOH� � �
�� 1XPEHU�RI�*M3�LQVSHFWRU��1DWLRQDO�	�LRFDO�� � � � � � � � � � � � � � � � � � � � � � � � � 5� � � � �2019�� � � �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� � � � � � � � � � � � 52� � � � ������� �
�� 1XPEHU�RI�WUDGLWLRQDO�PHGLFLQH�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� � � � � � � � �� � ������� �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�LPSRUWHUV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ���� � ������� �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�ZKROHVDOHUV� �               � � ����������� �

�
ͤ$OO�SDUWLFLSDQWV��3OHDVH�GHVFULEH�WKH�IROORZLQJ�JHQHUDO�LQIRUPDWLRQ�DV�PXFK�DV�\RX�NQRZ� �
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շ  (ducation and License oI 3harmacists in your country 
㸦㸯㸧 1XPEHU�RI�\HDUV�LQ�SULPDU\��VHFRQGDU\�DQG�KLJK�VFKRRO�HGXFDWLRQ�

3ULPDU\� � � � � � � � � � � � � � � � � � � ��\HDUV�
SHFRQGDU\� � � � � � � � � � � � � � � � � ��\HDUV�
+LJK�VFKRRO� � � � � � � � � � � � � � � � ��\HDUV�
 

㸦㸰㸧 1XPEHU�RI�\HDUV���ZHHNV�LQ�WKH�IROORZLQJ�FDWHJRULHV�GXULQJ�XQLYHUVLW\�RU�FROOHJH�
8QLYHUVLW\�    � � � �    � � � � � � � � %DFKHORU�'HJUHH���\HDUV�
� � � � � � � � � � � � � � � � � � �         � � MDVWHU�'HJUHH���\HDUV�
&ROOHJH� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ��RU���\HDUV�
�
3URIHVVLRQDO�HGXFDWLRQ�        � �      \HDUV�
3UDFWLFDO�WUDLQLQJ�          � �      \HDUV�
'XUDWLRQ�RI�WUDLQLQJ�E\�HDFK�IDFLOLW\�  � � �      \HDUV�
+RVSLWDO�SKDUPDF\�� � � � � � � � � � � � � � � � � � � � �      ZHHNV�
&RPPXQLW\�SKDUPDF\�� � � � � � � � � � � � � � � � � �      ZHHNV�
3KDUPDFHXWLFDO�FRPSDQ\�� � � � � � � � � � � � � � � �      ZHHNV�
OWKHUV�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �      ZHHNV�

� � � � � $JH�DW�JUDGXDWLRQ�� � � � � � � � � � � � � � � � � � � � � �      \HDUV�ROG�
㸱㸧$UH�WKHUH�DQ\�QDWLRQDO�H[DPLQDWLRQV�IRU�SKDUPDFLVWV�LQ�\RXU�FRXQWU\"�

<HV�
 %DFKHORU�'HJUHH� �

&RPSXWHUL]HG�WHVW�H[DP�³MRGXOH�LQ�VSHFLDOL]HG�VXEMHFWV�DQG�SUDFWLFDO�VNLOOV´�
 MDVWHU�'HJUHH� �

3URIHVVLRQDO�SURMHFW�
㸦㸲㸧:KLFK�RI�WKH�IROORZLQJV�PXVW�\RX�IXOILOO�WR�REWDLQ�D�SKDUPDFLVW
V�OLFHQVH"�


�II�SUDFWLFDO�WUDLQLQJ�LV�PDQGDWRU\��JLYH�WKH�VXEMHFWV�DQG�WUDLQLQJ�SHULRG��
� � � � � � � � � � � � � � � � � � � � � � 1�$� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �

�

�II�SUDFWLFDO�WUDLQLQJ�LV�RSWLRQDO��JLYH�WKH�UHDVRQV��

   �L�H��TUDLQLQJ�LV�QHFHVVDU\�WR�SUHSDUH�IRU�WKH�QDWLRQDO�H[DPLQDWLRQ� �
� � � � � � � � � � � � � � � � � � � � 1�$� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �

㸦㸳㸧1XPEHU�RI�SKDUPDFHXWLFDO�XQLYHUVLW\�RU�FROOHJH�JUDGXDWHV��
QRW�DYDLODEOH� � � � � � � � � SHRSOH� � ��SHU�\HDU�
�

 TKH�DOXPQL
V�SODFHPHQW�UDWH���� 1R�GDWD �
D� +RVSLWDO�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ��
E� &RPPXQLW\�3KDUPDF\�� � � � � � � � � � � � � � � � � � � � � � � ��
F� *RYHUQPHQW�OUJDQL]DWLRQ�� � � � � � � � � � � � � � � � � � � � ��
G� EQWHUSULVH�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ��
H� OWKHUV�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� �
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ո Side eIIect report 

3OHDVH�GHVFULEH�WKH�IORZ�RI�UHSRUWLQJ�V\VWHP��IURP�D�PHGLFDO�LQVWLWXWLRQ�WR�DQ�DGPLQLVWUDWLYH�DJHQF\���ZKHQ�D�
VHYHUH�VLGH�HIIHFW�FDVH�LV�RFFXUUHG�LQ�D�PHGLFDO�LQVWLWXWLRQ��'HVFULEH�VSHFLILFDOO\�WKH�UXOH�DQG�UHVSRQVLELOLW\�RI�
HDFK�RUJDQL]DWLRQ��DQ�DGPLQLVWUDWLYH�DJHQF\���D�PHGLFDO�LQVWLWXWLRQ���DQG�WKHLU�FROODERUDWLRQ�FRRSHUDWLRQ�� �
� � � � � � �
+HDG�RI�KRVSLWDO�VKRXOG�DSSRLQW�D�FRRUGLQDWLRQ�JURXS�RU�SHUVRQ�WR�FROOHFW�LQIRUPDWLRQ�UHODWHG�ZLWK�PHGLFLQHV�
DGYHUVH�UHDFWLRQ��3K\VLFLDQV�VKRXOG�FROOHFW�GDWD�DERXW�$'R��ILOO�WKH�IRUP�DQG�ZLWKLQ����GD\V�transmit it to the 

FRRUGLQDWLRQ�JURXS�RU�GHGLFDWHG�SHUVRQ��&RRUGLQDWLRQ�JURXS�RU�GHGLFDWHG�SHUVRQ�RQFH�SHU�PRQWK�VKRXOG�SURYLGH�
$JHQF\� ZLWK� DOO� FROOHFWHG� DQG� DVVHVVHG� GDWD��$JHQF\� VKRXOG� DVVHVV� DOO� GDWD� DQG� VXEPLW� LW� WR� WKH� 8SSVDOD�
MRQLWRULQJ�&HQWUH��Within the program of treatment of patients with resistant TB form any SAE should 
be reported to the National Center for Tuberculosis and Lung Diseases�E\�WKH�HQG�RI�WKH�QH[W�ZRUNLQJ�
GD\��
� � � � � � �
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�� \HDUV RI VXSHUYLVLRQ RI SKDUPDFHXWLFDO DFWLYLWLHV

3DUWLFLSDWLRQ LQ WKH SROLF\ PDNLQJ DFWLYLWLHV

)RFDO SRLQWV LQ WKH :+O *OREDO SXUYHLOODQFH DQG MRQLWRULQJ S\VWHP IRU S) PHGLFDO
SURGXFWV

SLQFH OFWREHU� ���� ± *M3 IQVSHFWRU �ZLWK UHIHUHQFH WR E8-*M3 OHJLVODWLRQ��

IQVSHFWLRQ RI PDQXIDFWXUHUV RI SKDUPDFHXWLFDO SURGXFW

IPSOHPHQWDWLRQ RI 4XDOLW\ MDQDJHPHQW S\VWHP

'R8*�$*E1&< O)�*EOR*I$
MI1ISTR<�O)�I1TER1$LL<�'IS3L$&E'�3ERSO1S�)ROM�T+E�O&&83IE'�

TERRITORIES��L$%O8R��+E$LT+�$1'�SO&I$L�$))$IRS

ETERI�SHURGHAIA
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ROLES�$1'�3OSITIO1�O)�3+$RM$&ISTS�I1�*EOR*I$

3ULYDWH�SHFWRUV�

IQ�SULYDWH�VHFWRUV�SKDUPDFLVWV�RFFXS\ SRVLWLRQ�RI�UHVSRQVLEOH�SHUVRQV�RU�RWKHU�SRVLWLRQ�

93KDUPDFLHV��UHWDLO��- GLVSHQVLQJ�RI�PHGLFLQHV

9$XWKRUL]HG�3KDUPDFLHV�- SURFXUHPHQW��KROGLQJ��VXSSO\��FRPSRXQGLQJ�DQG�GLVSHQVLQJ�RI�PHGLFLQHV��LQFOXGLQJ�
FRQWUROOHG�PHGLFLQHV�

9 :KROHVDOHUV�- SURFXUHPHQW��KROGLQJ�DQG�VXSSO\�RI�PHGLFLQHV

9MDQXIDFWXUHV�- SURGXFWLRQ��TXDOLW\�FRQWURO��TXDOLW\�DVVXUDQFH��KROGLQJ�DQG�VXSSO\�RI�PHGLFLQHV

93KDUPDFLVWV�FDQ�DOVR�EH�LQYROYHG�LQ�WKH�GLIIHUHQW�DFWLYLWLHV�UHODWHG�WR�WKH�PDUNHWLQJ�RI�PHGLFLQHV

ROLES�$1'�3OSITIO1�O)�3+$RM$&ISTS�I1�*EOR*I$

3XEOLF�SHFWRUV�

9$VVHVVPHQW RI SURGXFW UHJLVWUDWLRQ GRVVLHU

9IQVSHFWLRQ RI SKDUPDFHXWLFDO DFWLYLWLHV

9SDPSOLQJ RI PHGLFLQDO SURGXFW

9IVVXLQJ SHUPLVVLRQ IRU DXWKRUL]HG SKDUPDFLHV� PDQXIDFWXUHUV� FOLQLFDO WULDOV� LPSRUW�H[SRUW RI
FRQWUROOHG PHGLFLQDO SURGXFW

9RHJLVWUDWLRQ RI UHWDLO SKDUPDFLHV�ZKROHVDOHUV
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� IQVXIILFLHQW�RUJDQL]DWLRQDO�FDSDFLWLHV

� LDFN�RI�RSSRUWXQLWLHV�IRU�FRQWLQXRXV�WUDLQLQJV

*OO'�3R$&TI&E

$FKLHYHPHQWV

9 IPSOHPHQWDWLRQ RI QDWLRQDO VWDQGDUG RI *RRG
MDQXIDFWXULQJ 3UDFWLFH �EXURSHDQ &RPPLVVLRQ - E&
*M3�

9EVWDEOLVKPHQW�RI�*M3�IQVSHFWRUDWH

9)XOO�PHPEHUVKLS�RI�WKH�:+O�3URJUDP�IRU�
IQWHUQDWLRQDO�'UXJ�MRQLWRULQJ

OQ-JRLQJ�SURMHFWV

9 IPSOHPHQWDWLRQ�RI�4XDOLW\�MDQDJHPHQW�S\VWHP

9EVWDEOLVKPHQW�RI�QDWLRQDO�VWDQGDUG�RI�*RRG�
'LVWULEXWLRQ�3UDFWLFH��E&�*'3�

9EVWDEOLVKPHQW�RI�PHGLFLQHV�FRQWURO�ODERUDWRU\

9 IPSURYHPHQW�RI�39�V\VWHP

9+DUPRQL]DWLRQ�RI�OHJLVODWLRQ�ZLWK�E8�UHJXODWLRQV
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Part I:  INFORMATION SHEET 

Regulatory Systems on Ensuring Access to Quality Medicines （JFY 2019） 
 

Name: Nita Widhatiningsih                    
Country: Indonesia                          
Organization/Department/Division:            
Badan Pengawas Obat dan Makanan 
(BPOM/NADFC)/ Directorate of Drug, Narcotic, 
Psychotropic, Precursor, Addictive Substance 
Standardization/ SubDirectorate of Efficacy and 
Safety Standardization of Drug 

 

① Organizational Chart 
−Please attach the organizational chart of pharmaceutical administration at national/state & local levels about 
pharmaceutical administration in your country. 
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The description of each role and responsibility on pharmaceutical administration.  
The National Agency of Drug and Food Control (NA-DFC)  

– NA-DFC is a non-departmental government institution based on Presidential Decree Number 
166 in the year 2000 which is responsible directly to the President for its operation and build 
policy coordination with the Ministry of Health. https://www.pom.go.id/new/view/direct/solid  

– NA-DFC is assigned and functioned as national regulatory authority on pharmaceutical 
administration in Indonesia 

Deputy of Therapeutic Products and Narcotics, Psychotropic and Addictive Substance Control  
– Responsible for pre-market evaluation on efficacy, safety and quality of drugs, biological 

products and medical devices in Indonesia as well as operates a clinical trial scheme followed by 
post-market control of therapeutic products, narcotics, psychotropic and addictive substance.  

– It is also responsible for inspection on good manufacturing practices, production and 
distribution units, sampling, recalls, public warning and enforcement of regulation.  

– The organization is supported by, among others, National Committee on Drug Evaluation, 
National Committee on Medical Devices Evaluation and Evaluation Committee on Promotion of 
Over the Counter Drugs, Traditional Medicines and Food Supplement. 
https://www.pom.go.id/new/view/direct/solid  

Directorate of Drug, Narcotic, Psychotropic, Precursor, Addictive Substance Standardization 
– Responsible for preparing standards, regulations, and policies related to the supervision of 

drugs, narcotic, psychotropic, precursor, addictive substance.  

Directorate of Drug, Narcotic, Psychotropic, Precursor, 
Addictive Substance Standardization 

Subdirectorate of Drug, Narcotic, 
Psychotropic and Precursor 

Quality Standardization 

Section of Generic Drug, 
Narcotic, Psychotropic and 

Precursor Quality 
Standardization 

Section of New Drug, 
Biological Product and 

Specific product Quality 
Standardization 

Subdirectorate of Drug 
Safety and Efficacy 

Section of Generic Drug and 
Addictive Substance 

Standardization 

Section of New Drug, 
Biological Product and New 
Drug Development Safety 

and Efficacy  
Standardization 

Section of Administration 

Subdirectorate of Drug, 
Narcotic, Psychotropic, 
Precursor and Addictive 

Substance Production and 
Distribution Standardization 

Section of Drug, Narcotic, 
Psychotropic, Precursor and 

Addictive Substance 
Production Standardization 

Section of Drug, Narcotic, 
Psychotropic, Precursor and 

Addictive Substance 
Distribution Standardization 
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– Standardization is carried out centrally, to avoid differences in standards that might occur due 
to each province setting its own standards. https://www.pom.go.id/new/view/direct/strategic 
 

ղ Legislation on pharmaceutical administration 
−Please briefly bulletined major laws/acts 

 In national level, legislation on pharmaceutical administration is conducted by Indonesia NADFC, under ی
The Deputy of Drug, Narcotic, Psychotropic, Precursor, and Addictive Substance Control.  

 The technical implementation of drug control locally is conducted by NADFC regional offices in 33 ی
provinces 

 .Indonesia has become a PIC/S member No.41, effective since 1st July 2012 ی
 

ճ Regulatory Services 
−Please describe pharmaceutical regulatory services of your country in response to each topic described below. 
−It is recommended to add supplemental information such as systems, regulations, responsible administrators, 
since you are expected to explain them to other participants. 
– The regulation is provided only in bahasa on http://jdih.pom.go.id/ 
– Regulatory services for pharmaceutical product are conducted by NADFC, under the Deputy of Drug, 

Narcotic, Psychotropic, Precursor, and Addictive Substance Control, which responsible for the 
administration of: 

 Pharmaceutical Manufacturing ی
• Administered by : Directorate of Drug, Narcotic, Psychotropic, and Precursor Production Control 
• Systems, Regulations :  

1. Regulation of NA-DFC No. 13 year 2018 on amendment of regulation of 
NA-DFC No. HK.03.1.22.12.12.8195 year 2012 on implementation of 
Good Manufacturing Practice (GMP). 

2. Regulation of NE-DFC No. 04.1.33.12.11.09937 year 2011 on 
Certification Procedure of Good Manufacturing Practice 

 

 Drug Import/Export ی
• Administered by : Directorate of Safety, Quality, and Export-Import Control of Drug, Narcotic,  

Psychotropic, Precursor and Addictive Substance (Sub-Directorate of 
Export-Import Control of Drug, Narcotic,  Psychotropic, and Precursor) 

• Systems, Regulations : Regulation of Head of NADFC 

1. No. 27 year 2016 on Recommendation Procedure of Export and Import of 
drug, traditional medicines, medical supplements, and/or cosmetics as 
complementary goods. 

2. No. 5 year 2017 on importation control of drug and food materials into the 
territory of Indonesia 

3. No 4 year 2017 on importation control of drug and food into the territory 
of Indonesia 

 Marketing Authorization ی

－ 393 －



4 
 

• Administered by : Directorate of Drug Registration 
• Systems, Regulations :  

1. Regulation of the Minister of Health No. 1010/Menkes/Per/XI/2008 
amended by regulation no. 1120/Menkes/Per/XII/2008 on Drug 
Registration, 

2. Head of NADFC Regulation No. 24 year 2017 on Criteria and Procedure of 

Drug Registration  
 

 Drug Distribution (including drug selection, procurement, sale) ی
• Administered by : Directorate of Drug, Narcotic,  Psychotropic, and Precursor Distribution 

Control 
• Systems, Regulations :  

1. Regulation of NADFC Indonesia No. 9 year 2019 on Technical Guideline on 

Good Distribution Practice,  

2. Regulation of the Head of NADFC No. 25 year 2017 on the Procedure of Good 

Distribution Practice licensing 

 Medicine Safety (post-marketing) ی
• Administered by : Directorate of Safety, Quality, and Export-Import Control of Drug, Narcotic,  

Psychotropic, Precursor, and Addictive Substance (Sub-Directorate of Safety 
Control of Drug, Narcotic, Psychotropic, and Precursor) 

• Systems, Regulations :  

1. Regulation of the Minister of Health No. 16 year 2013 on Pharmaceutical 

Industries,  

2. Regulation of the Head of NADFC No. HK.03.1.23.12.11.10690 year 2011 on 

Regulation of the Implementation of Pharmacovigilance for Pharmaceutical 

Industry  

 
※Example: Good Pharmacovigilance Practice 

 Relief System for Adverse Drug Reactions ی
• None 

 

մ Drug Pricing 
−Please describe about price control and drug price mechanism at public sector in your country. 
– Drug pricing policy is regulated and controlled by Ministry of Health  

– Regulation of Minister of Health no. 98 year 2015 on concerning the Provision of Information on the Highest 

Retail Price of Drugs 

 

յ Statistic Data 
−Please answer the following questions (if the number is not applicable, please give an answer to the best of 
your knowledge). 
−Put the year of the presented data as well if it's available.                         
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1. Number of pharmacists: ± 73.047 (2019)  
Source (Association of Pharnacist of Indonesia) 

2. Number of GMP inspector (National & Local): 111 personal (2018) 
https://www.pom.go.id/new/view/direct/industri-farmasi 

3. Number of pharmaceutical manufacturers / manufacturing sites: 220 (2019) 
https://www.pom.go.id/new/view/direct/industri-farmasi 

4. Number of traditional medicine manufacturers / manufacturing sites: ± 80 (2017)  
5. Number of pharmaceutical importers: ± 185 (2017)  
6. Number of pharmaceutical wholesalers: ± 2200 (2018)  

 
 

 
ͤAll participants. Please the following general information as much as you know.  

ն  Education and License of Pharmacists in your country 
（㸯） Number of years in primary, secondary and high school education 

Primary                   6    years 
Secondary                             3        years  
High school                            3        years 
 

（㸰） Number of years / weeks in the following categories during university or college 
University / college:             3.5-4    years 
Professional education:           1    year (including practical training in hospital 

pharmacy, community pharmacy, and/or national regulatory agency and/or pharmaceutical company) 
Practical training:            3 – 4   month 
Duration of training by each facility:    2 weeks – 2 month 
Hospital pharmacy:                    2 weeks – 2 month 
Community pharmacy:                 2 weeks – 2 month 
Pharmaceutical company:               2 weeks – 2 month 
Others:                                    weeks 
Age at graduation:                      23-24   years old 

 
（㸱）Are there any national examinations for pharmacists in your country? 

Yes 
Academic Exams                1        days 
Clinical Practical Exams          1        days 

No 
（㸲）Which of the followings must you fulfill to obtain a pharmacist's license? 

* If practical training is mandatory, give the subjects and training period. 
It is mandatory to take Community Pharmacy practice (at pharmacy) and government (eg. public 
health, Badan POM). While at the hospital and pharmaceutical companies, the training is carried 
out based on the chosen study. The practical training period at pharmacies is vary from 3 weeks to 2 
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months (depend on university regulation) and the others are the same as already mentioned on 
number (2) above. 

 
* If practical training is optional, give the reasons. 

   (i.e. Training is necessary to prepare for the national examination)  
                                                          

（㸳）Number of pharmaceutical university or college graduates: No official data available  
 The alumni's placement rate (%)   

a. Hospital and Community Pharmacy (government and private): 32%  
http://www.depkes.go.id/development/site/tenaga-kesehatan/ 

b. Government Organization:         N/A           % 
c. Enterprise:                      N/A           % 
d. Others:                         N/A           %  

 

շ Side effect report 
The monitoring system of side effect report conducted by NADFC consists of : 

1. Spontaneous reporting from health care professionals using Yellow Form (post mail to NADFC), email to 

pv-center@pom.go.id or online reporting (http://e-meso.pom.go.id) 

2. Report from pharmaceutical industries in the form of: 

- spontaneous reporting/CIOMS Form (using post mail to NADFC, email to pv-center@pom.go.id or online 

reporting (http://e-meso.pom.go.id),  

- PSUR/PBRER , scientific publication and study reports (RMP), regulatory action in other country, and 

Marketing Authorization Holder action in other country (using post mail to NADFC or email to 

pv-center@pom.go.id). 

 

The rule and responsibility for side effect report as follows: 

1. Regulatory and pharmaceutical industy are collaborating in managing risk in term of risk-benefit ratio for 

population 

2. Healthcare professionals and healthcare facilities manage risk in term of risk-benefit ratio for patients 

3. Patients manage risk in term of personal values 
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Badan Pengawas Obat dan Makanan 
(BPOM/NA-DFC)

1  

    
Indonesia

Nita Widhatiningsih

Badan Pengawas Obat dan Makanan (BPOM)/
The National Agency of Drug and Food Control (NA-DFC)
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Background

• BPOM is a non-ministerial government
institution led by Chairperson, which
directly responsible to the President of
Republic of Indonesia.

• BPOM has 33 regional offices which
supported by accreditated laboratories in
each office (ISO/IEC 17025: 2005)

3  

Scope of Drug and Food Control

2 
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2. Good Practice

Achievements
¾ 2011-2018

• Part of the team in developing regulation related to
bioequivalence studies.

• Evaluation of bioequivalence study protocol and report 
of generic medicinal product 

• Part of the bio-equivalence study inspection team 
¾ 2018-present: as a part of the team which develops the

regulation on drug safety and efficacy, such as draft
Guideline on Evaluation of Safety and Efficacy of
Anticancer Drug, and draft Guideline on Risk Management
Plan.

5  

1. Introduction of the work
(2) Job tenure

As part of the team which develops the regulation on drug safety and efficacy
Eg. Guideline on bioequivalence studies 

(3) The role and position of pharmacist in Indonesia briefly described as follows:
a. In pharmaceutical industries: manufacturing of drug as well as drug

development, including quality control of Pharmaceutical Preparations,
security, procurement, storage and distribution or distribution of drugs,

b. Health care facilities: Management medicine, procurement, storage and
distribution or distribution of drugs, medical services for prescription,
services drug information,

c. Government/regulator: development and implementation of national
regulation relate to drug, including development of guideline/standard,
drug control, technical guidance relate to drug, coordination with central
and regional government agencies for drug control; enforcement of
violations of the provisions of laws and regulations with regard of drug,
etc.

4  
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4. Your interests

• Pharmaceutical regulatory system and its problems in
Japan and other countries

• Regulatory systems in Japan to facilitate the
development of new drugs through the SAKIGAKE
Designation system and Scheme to rapid authorization
of unapproved drug.

• Having other perspectives regarding management for
access to quality medicines that may be applicable to be
implemented in Indonesian drug regulatory system

7  

3. Difficulties/Lessons Learned from Past Experience

 Difficulties on implementing risk impact assessment during
regulation development.

 Method/analysis for measuring policy effectiveness

6  
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2UJDQL]DWLRQ +LHUDUFK\
MOH

Minister of 
Health

The 
Technical 
Deputy of 

the 
Ministry

Directorate 
of 

Technical 
Affairs

Pharmacy department

Registration department

Department of Need Estimation

Quality Control laboratory

� National Committees for Pharmaceuticals & Herbal 
Selection

Herbal products department

The State Co. for Marketing Drug 
and Medical Appliances 

High Committee for Drug Policy

Syndicate of Iraqi 
Pharmacist

͚

Z�Ph�L/� K& /ZAY

NKKZ N͘ ALt/^tA^/
D^c͘ PŚarmaceutics

0,1,675< 2) +($/7+ �02+�
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� ‸or the ‵linical Pharmacy Division, which ※ belong to,
it is responsible for

1. ※ssuing instructions for the rational use of
medicines

․. Ensuring the good ⁣uality of medicines and medical
supplies

‥. Supervising the programs of clinical pharmacists
residency

4. ‵ontrolling the special functions of clinical
pharmacist (⁆DM, D※‵, ※V admi⁪tures, admi⁪tures of
chemotherapy, etc.)

͜

3KDUPDF\ 'HSDUWPHQW +LHUDUFK\

͛

1. Division of Pharmacy in Public Health institute

․. Division ‵linical Pharmacy

‥. Division National Drug Manufacturers

4. Division Private ※mporting

‧. Division Narcotics ‘ ‵ontrolled Substances

6. Division Pharmacovigilance

 . Division Pharmacy and ⁆herapeutic ‵ommittee
(P⁆‵)

‪. Division Medical Appliances
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5ROHV RI 3KDUPDFLVWV
⁆he pharmacist roles would be in‬

� Selection of pharmaceutical products

� Registration

� Procurement and Distribution

� ※mporting

� ⁃uality control

� Manufacturing

� Mar⁝eting Authorization

� Patient care

� Post mar⁝eting monitoring

� Pricing
͞

5HJXODWRU\ VHUYLFHV WKDW , HQJDJHG LQ

� ※ssuing instructions and controls for the
rational and correct use of medicines,
(antibiotics, analgesics, anesthetics)

� ‵linical Pharmacy residency programs

� ⁆DM

� D※‵

͝
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2XU ([SHULHQFHV $ERXW *RRG 3UDFWLFHV

⁉e have many achievements to improve our good
practice li⁝e‬

� Developing new regional ⁃‵ labs to decrease the
time re⁣uired for release patches (on going)

� Developing PhV center for post mar⁝eting
monitoring

� Developing sub-specialty in clinical pharmacy to
ensure rational use of medicine (on going)

� ⁇sing the new technologies li⁝e electronic records
to save time, efforts and money. (on going)

͠

3RVLWLRQ RI 3KDUPDFLVWV

� ⁆echnical

� Educational

� ⁆raining

� Administrative

� political

͟
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'LIILFXOWLHV DQG 6WUXJJOHV

� ‾ac⁝ of physician commitment to the
national list and protocols

� Shortage of medicines and appliances
because of the procurement system

� ‾ac⁝ of patient adherence

� Political and favoritism issues

1͘

� On site visit for registered manufacturer to
ensure the ⁣uality of the imported
medicines

� ⁇pdating the ‹MP for our manufacturers
according to the global criteria (on going)

� ⁆reatment protocols and guidelines (on
going).

͡
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1. Organizational Chart 

 

 
 

The Ministry of Health is a central management authority, which collaborates with the 

Food and Drug Department to regulate implementation of the inspection and removal of 

drug from the market, the Food and Drug Administrative Committee, according to the 

decree No. 49 of the Council of Ministers, has the role to assure quality of Food and 

Drug, when problem on quality of food and Drug occurs, the Food and Drug 

administrative Committee should coordinate with the Ministers (Prime Minister’s 

Office). 
�

�

�

�

�

�

�

�

�

�

�
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Food and Drug Organization Chart 
 
 
 

�
�
�
�
�
�
�
�
�
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�
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�

�

�

�

�

�

�

◆ Vision:  

- To ensure good quality, safety and efficacy of drug and Food for Lao people  

◆ Mission: 

• Develop and implementing strategy and Policy   

• Develop, implementing and enforcement of law and regulation governing Food, 

Drug and Medical Product 

• Pre-marketing and Post marketing surveillances activities   

• Strengthening of quality assurance system including quality control for Food, Drug 

and Medical Product 

• Continue education for both public and private providers  

• Promotion of rational use of drug amongst health worker as well as communities  

 

The Food and Drug has responsibility for consumer protection on food and drug based on 

the Forth MoH’s action plan, In the Organizational structure of the food and drug 

Department there are seven divisions in the organization chart, for the Drug Control 

Division is a one in Charge of the Pharmaceutical Regulatory Systems on Ensuring Access 

Food and Drug Department 

Administration Div., 

Drug Control Div., 

Food Control Div., 

Pharmacy Hospital Management Div., 

Narcotic-Chemise-Cosmetic Control Div., 

Traditional Medicine Control Div., 

Bureau of Food and Drug Inspection (BFDI) 

Food and Drug Quality Control Center 

Medical Product Supply Center 

18 Provincial Food and Drug Unit 

Drug Registration 
Committee 

Food and Drug 
Committee 

GMP 
Committee 

Essential Medicine 
Committee 

Information Education and Communication Div., 

Manufacture No.2 and No.3 
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to Quality Medicine and for the Pharmacy Hospital Management Division Ensuring  

access the Essential medicines, Rational use of medicines and Pharmacovigillance in 

Health facility. 

 

2. Legislation on Pharmaceutical administration 
The Legislation establishment is one of the thirteen elements (priorities) in the National 

Policy to assure that the successful implantation of the Drug policy through using the 

related, updates appropriate law and regulations. The first Law on Drug and Medical 

Product endorsed and promulgated in the late year 2000, the law consist 8 sections and 45 

articles, based on this law, many related regulations as listed below had been formulated 

and revised in order to facilitate the control and management on the quality safety and 

efficacy of medicine. 

1. Revised National Drug Policies, dated on 13/8/2003 

2. Revised Drug and Medical Product law issued in 21 December 2011 

3. Degree for National Health Insurance No. 470/Gov., dated 17 Oct 2012 

4. Degree for Traditional Medicine No. 155, dated 30 Sep 2003 

5. Regulation for Drug registration No. 1441, dated 13 Aug 2003 

6. Regulation Establish Factory and Company No. 1820, dated 25 Aug 2017 

7. Regulation for Pharmacy No. 2922, dated 21 Sep 2016 

8. Regulation for good manufacturing practice and quality control of drugs No. 1021, 

dated 11 Aug 1999 

9. Regulation on Good Manufacturing Practice No. 937/MOH, 12/07/2004 

10. Regulation for disposal of medicines including vaccines No. 1862, dated 05 Aug 

2016  

11. Decision/Approval based on National medicine policy main goal and related 

components 

12. Regulation of Donation of Drugs and Medical Product No.2579/MoH dated 12th 

Nov 2003 concerning Drug and Medical Equipment Donation. 

13. Regulation on the banned drug in Lao No.1018/MOH  in 2003 

14. Regulation on specific controlled medicine and uncontrolled and OTC Drug 

No.2580/MOH, on 25/11/2002 

15. Regulation on concerning Food, Drug and Medical Equipment Advertisement No. 

2581/MOH  in 2003 

16. Revolving Drug Fund Guideline 

17. Lao Pharmacovigillance Guideline 
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18. Good Manufacturing Practice Guideline  

19. The ASEAN common technical dossier (ACTD) for the registration of the 

pharmaceuticals for the human use.    

20. Draft SOP for recall Drug and medical Product 

21. Draft SOP for fast track registration 

22. Draft SOP for Causality assessment 

23. Draft for filling ADR Form and reporting ADR Cases 

24. Draft for Quality Management System (QMS) Manual 

25. Draft for Good Regulatory Practice (GRP) Guideline  

 

So far, based on the Scio-economic growth, and integrations to ASEAN harmonization in 

pharmaceutical areas, the law on Drug and Medical Product has been revised, endorsed 

end of 2011, this revised law has been added new five articles regarding Monitoring 

Quality of Drug and Medical Product (Post Marketing Surveillance); Classification of 

Medical Device, Intellectual Property Right Protection; Clinical Trial Test in the 

Laboratory and Etc….the revise law has 50 articles. The above existing regulation needs 

to be revised. 

 

3. Regulatory Services 
Drug Division in charge of the Pharmaceutical Regulatory Systems on Ensuring Access to 

Quality Medicine respectively: 

◆ Pharmaceutical Manufacturing 

- Licensing of manufacturing site: 

Licensing and Registration is a pre-marketing authorization activity with belong to the 

responsibility of Drug business Control Division. Within this Division, the licensing for 

manufacturing site and the qualification of the product activities are under to control of the 

Licensing Unit.  

-  Licensing pharmaceutical Company and pharmacy: 

The Licensing for Pharmaceutical to operate pharmacy is belong to Drug Business Control 

Division responsible for evaluating the compliance with law and regulation before issuing 

the license for the pharmacist for instance, we check pharmacist qualification and 

appropriate room and location of pharmacy, According to the article number 18 of law and 

Medical Product, The sale at retail of drugs and medical products shall be conducted by 

authorized retail pharmacies only. 
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- Drug Registration System:  

According to the regulation No. 1441, on August 13, 2003 covering drug registration in 

Lao PDR, every drug before marketing must be registered. The drug selection for 

registration is mainly based on National Essential Medicine List and needs of hospitals. 

Now the drug products has registered about 1,962 items (2019), there are the import 

production 1610 items (2019), the local production 352 items (2019) and traditional 

medicines and Health supplement registered 500 items (2019). 

In registration system, after 3 years the companies have to submit application forms for 

renewal of registration. The procedure of registration is divided into 2 steps: 

• Step 1: Application for the permission to import or manufacture drug sample 

intended to be registered. 

• Step 2: Application for the approval of granted credential certificate 

 

◆Drug Import/Export 

      The drug Import/Export must only be license Certificate of the pharmaceutical 

companies and the product must be registered, for the process the pharmaceutical 

companies must be submit the documentation of import to Food and drug Department as 

following detail: 

- Letter from the company for importation request 

- Purchase  order 

- Invoice 

- Packing list. 

       In current, There is no any pharmaceutical product exported since the capacity of 

domestic pharmaceutical manufacturer still not reach the ASEAN GMP requirement.  

Remark: For Donation of Drugs and Medical Product from Health Program not to be 

registered, the document that required are: 

- Letter from the Health Program for importation request 

- Purchase  order 

- Invoice 

- Packing list  

- Certificate of Origin 

- Certificate of Analysis 

- GMP 

- For Vaccine there should have Certificate of lot release and Prequalified from WHO.  

 

－ 424 －



◆Marketing Authorization  

       The marketing authorization for import pharmaceutical products is as mentioned 

above, the importer must has the license Certificate and the product must be registered, for 

the domestic manufacturer must has the GMP certificated which is issued by Ministry of 

Health Lao PDR, and the pharmaceutical products must be sent to the Food and Drug 

Quality Control Center for analysis, the registration of the products must be after getting 

their Certificate of Analysis. The registration certificate is invalid in 3 years period, 

therefore the domestic and import products must be re-registering in every 3 years. 

 

◆Drug Distribution ( including drug selection, procurement, sale ) 

       The Ministry of Health established Procurement and Supply Committee for Medicines 

and Medical Products No. 0150 / SAT in January 24, 2017. This Committee has been 

revised o 22 March 2019, No. 0583. 

         This Committee consists of Food and Drug Department, Finance Department, 

Cabinet, Department Health Care and Rehabilitation, Department of Health Education and 

research, Department of Planning and Cooperation, and other related Ministry. Under 

Food and Drug Department, the Medical Product Supply Center is appointed as a 

coordination agency for facilitating procurement process of medicines and medical 

products. 

        In the past, decentralized system was use for procurement of medicines and medical 

products, but currently the Medical Product Supply Center has started central tendering 

procurement for the 5 central hospital and 3 centers, 06 southern provinces and this year 

expand to 09 northern provinces. 

 

◆ Medicine Safety ( post-marketing ) 

        The Food and Drug Department in cooperation with ƚŚĞ� �ƵƌĞĂƵ� ŽĨ� &ŽŽĚ� ĂŶĚ� �ƌƵŐ�

/ŶƐƉĞĐƚŝŽŶ and the Food and Drug Quality Control Center play a key role in monitoring 

quality and safety of pharmaceutical products in the market.  

        For inspection in Public and private sector is conducted once year using the 10 

indicators for monitoring as following: 

1. Order in the Pharmacy 

2. Banned drug 

3. Availability of ED with INN + clear label 

4. Quality of Drug + Expiry date 

5. The correct bill 
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6. Drug dispensing 

7. Knowledge of drugs sellers 

8. Prescription for antibiotics drug 

9. Essential equipment and documents 

10.  Presence of technical staff 

 One of the requirements for drug registration is that a sample of the� product 

should b e  sent for analysis. Since the company applying for registration selects the 

registration sample, it might not necessarily be representative of the quality of the product 

that will be eventually marketed. Post-marketing surveillance, i.e. analysis of sample taken 

from the distribution chain by the BFDI, essential to identify substandard and counterfeit 

products. 

 

◆ Relief  System for Adverse Drug Reactions 

          In year 2008, we organized training course for ADR to the pharmacists and Drug 

Therapeutic Committee of central and provincial levels whole country, and the ADR 

Report forms were developed and distributed to all hospital, but the reporting was not very 

actively. In the year 2012, the FDD is implementing the pilot project on PV focus on 

retroviral medicines, PV report Form has been developed and safety reports are requested 

to all cases. Laos became official Uppsala Monitoring Center as WHO system of ADR 

report as 122 member countries in May 2015. 

          In year 2017, we has combined training course for ADR & AEFI,  the WHO support 

Funding to Training of Trainer for Provincial and District level: in year 2018 there are 06 

Provinces and in year 2019 to expand 05 Provinces. 

         Case for ADR & AEFI report are following: 
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4. Drug Pricing 
There is no pricing control in private sector. In Public sector the guideline on drug 

revolving fund has been use for pricing of medicines with 25% markup. However, 

currently the National Health Insurance Bureau has implemented health insurance 

program using capitation and case based payment. 
There has been an issue of high price of medicines in the country. Therefore the Food and 

Drug Department conducted a survey on Medicine price and availability in Lao PDR in 2013 using 

WHO/HAI methodology. The results of this survey  has highlighted several areas in need of 

attention for further in-depth study and development of new policies/regulations to increase 

affordability and availability of essential medicines in the country as core element of good quality 

health services.  Also, increase procurement distribution efficiency and/or new medicine pricing 

policies/regulation can result in higher availability and affordability of essential medicines and 

improved access for all.  Most importantly, access to affordable medicines can make further 

progress towards Universal Health Coverage (UHC) as high prices of medicines can be a burden to 

the patients for access to health care services particularly the poor  to cover Lao population 
         This year in May, a scoping exercise on medicine pricing control has been conducted and 

there has been some recommendation for the next step in term of medicines pricing control. 

 

5. Statistic Data 
a/. Number of Pharmacists 

(Average number of Pharmacists by category (Data year 2017-2018) 

Data      2684 

Years     2018 

  

b/. Number of GMP inspection 

Data         13  (GPM Committee) 

Years        2019 

 

c/. Number of Pharmaceutical manufacturers/ manufacturing sites 

Data           8 

Years         2019 

 

d/. Number of traditional medicine manufacturers/ manufacturing sites 

Data           4 

Years          2018 
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e/. Number of traditional medicine household 

 Data           13 

Years          2018 

 

f/.Number of pharmaceutical importers 

Data           77 

Years          2019 

 

g/. Number of pharmaceutical wholesalers 

Data           2684 

Years          2019  

6. Information on your hospital pharmacy 
   ◆  Organization chart of the pharmaceutical department or the pharmacy to  

which you belong 

     Remark: This is a presentation information of only one hospital  

-  Roles, responsibilities and missions 

Drug division is a crucial and indispensable division which is responsible for seeking the 

source of medicines, medical devices and other chemicals to become available for demand 

of each division, sectors and relevant units who provide the healthcare of patients in the 

hospital.  

Research, contact and collaboration with divisions, sectors, and health centers which 

belong to ministry of health for discussion on medicines- medical devices-chemicals to 

follow up on registered and unregistered medicines in Laos.  

◆ Organizational structure of Mahosod Hospital  

�
�
�
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 Pharmacy Hospital Division consist: 1 Chief, 2 Deputy chiefs and there has 6 Sectors. 

 
06 sectors: 

� Medicine Storage Management Sector 
� Medical Device Storage Management Sector 
� Medical Device Supply Sector 
� Medicine Supply Sector 
� Medicine Service Sector 
� Medical Device Service Sector 

 
      a/. Number of section chiefs: 

      Data      1  

      Years     2019 

 

     b/.  Number of deputy chiefs 

      Data       2  

      Years      2019 

     c/. Number of managers: 

       Data       6 

       Years      2019 

 

◆ Number of staff 
 
     a/. Number of pharmacists 

       Data     05 peoples 

       Years    2019 
 
     b/. Number of clinical pharmacists 

       Data          01 peoples 

       Years         2019 
 
      c/. Number of technicians: 
 

       Data          34 peoples 

       Years       2019 
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◆ Number of the kinds of drugs managed in your pharmacy or hospital 

            Item Number 

Oral Medicines 150 

Injections 135 

Medicines for external Use 45 

Total: 330 

 

◆ Number of prescriptions dealt in your pharmacy per day 

            Item Number 

inpatients 650 

Outpatients 450 

 

◆ Equipment of the pharmacy in your hospital: 

       At the hospital have a dispensary room and the room  area about 80 m2,  in side of the 

room there are rules and facilities available such as cabinet for general medicine, cabinet 

for psychotherapy medicine, cold storage for cold medicine, medication tray and so on..., 

there are also have computer and use excel sheet system for the control and  recode of 

medicine information, there are also have the Therapeutic Drug Monitoring in Hospital, 

there can use internet at the pharmacy for sending report of medicine to its related and 

connect for m-supply program in Drug Storage. 

 

7. Education and License of Pharmacists in your country 
  
( 1 ) Number of years in primary, secondary and high school education 
 

Items Number 

Primary 5 years 

Secondary 4 years 

High school 3 Years 
 
 
( 2 ) Number of years / weeks in the following categories during university or college 
     Sample for Pharmacist Education: 
 

Items Number 

University / college:                                         5 years 

Professional education:               2 years 
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Practical training:                 2 years 

Duration of training by each facility:           1year 

Hospital pharmacy:                           4 weeks 

Community pharmacy: 4 weeks 

Pharmaceutical company:                     4 weeks 

Others:                                        4 weeks 

Age at graduation:                                25 years old 

 

( 3 ) Are there any national examinations for pharmacists in your country? 
 

Items Number 

Academic Exams                     5 days 
Clinical Exams                  Based on a completion of the 

practical training 
 
（４）Which of the followings must you fulfill to obtain a pharmacist's license? 
 

1 To be a university or college graduate  

2 Pass the national examination 

         3 Conclude practical training after graduation 
 

（５）Number of pharmaceutical university or college graduates: 
 
- Approximate 70-80 person per year 

 

The alumni's placement rate (as of: 100 %)  
 

Hospital 30 % 

Community Pharmacy 15 % 

Government Organization 30 % 

Enterprise 20 % 

Others  5 % 
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References: 
� Drug Control Division, Food and Drug Department (MoH) 

� Pharmacy Hospital Management Division, Food and Drug Department (MoH) 

� Medical Statistic Division, Budgeting and Planning Department (MOH). 

� Administration and Statistic Division of  Mahosod Hospital 

� Administration and Statistic Division of University of Health Science.  
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DiŶistrǇ of ,Ğaůth

�aďiŶĞt of thĞ DiŶistrǇ

KrŐaŶiǌatioŶ aŶĚ  WĞrsoŶŶĞů �Ğpt͕͘

,Ğaůth WromotioŶ aŶĚ ,ǇŐiĞŶĞ 
�Ğpt͕͘ ,Ğaůth �arĞ �Ğpt͕͘

&ooĚ aŶĚ �rƵŐ �Ğpt͕͘
WůaŶŶiŶŐ aŶĚ IŶtĞr �oopĞratioŶ 

�Ğpt͕͘

WƵďůic ,Ğaůth IŶspĞctioŶ �Ğpt͕͘ �ĚƵcatioŶ aŶĚ ^ciĞŶtific ZĞsĞarch 
�Ğpt͕͘

&iŶaŶcĞ �Ğpt͕͘�omƵŶicaďůĞ �isĞasĞ �oŶtroů 
�Ğpt͕͘

Organization Chart of MoH

�aďiŶĞt of thĞ EatioŶaů ,Ğaůth 
IŶsƵraŶcĞ �ƵrĞaƵ

Regulatory System
�Regulation oI 'rug LaZ to 0edicine�

%y�  0s� 9ongsy 3hanthavong
3harmacy +ospital 0anagement 'ivision
)ood and 'rug 'epartment� 0o+
Lao 3'R�
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9ision 	 0ission

9ision� TR�HQVXUH�JRRG�TXDOLW\��SDIHW\�DQG�EIILFDF\�RI�'UXJV�DQG�MHGLFDO�SURGXFW�DV�
ZHOO�DV��WKHLU�UDWLRQDO�XVH�IRU�LDR�SHRSOH�
0ission�
�'HYHORS�DQG�LPSOHPHQW�VWUDWHJ\��3ROLF\��LDZ�DQG�RHJXODWLRQ�

�EQIRUFHPHQW�RI�ODZ�DQG�UHJXODWLRQ�JRYHUQLQJ�GUXJ�DQG�PHGLFDO�GHYLFHV�

�3UH-PDUNHWLQJ�DQG�3RVW-PDUNHWLQJ�VXUYHLOODQFH�RI�GUXJV��PHGLFDO�GHYLFHV�DQG�FRVPHWLF�

SURGXFWV�

�SWUHQJWKHQLQJ�RI�GUXJV�DQG�PHGLFDO�SURGXFW�TXDOLW\�DVVXUDQFH�V\VWHP�LQFOXGLQJ�TXDOLW\�

FRQWURO�

�3URYLGH�HGXFDWLRQ�DQG�LQIRUPDWLRQ�RQ�WKH�XVH�RI�GUXJV�DQG�PHGLFDO�SURGXFWV�IRU�ERWK�

SXEOLF�DQG�SULYDWH�VHFWRU�

�3URPRWH�UDWLRQDO�XVH�RI�GUXJV�

)ood and 'rug 2rgani]ation &hart
)ood and 'rug 'epartment

Drug �ontrol Div͘ ͕

$GPLQLVWUDWLRQ�'LY��

)RRG�&RQWURO�'LY��

3KDUPDF\�+RVSLWDO�MDQDJHPHQW�'LY��

NarcoticͲ�ŚemiseͲ�osmetic �ontrol 
Div͘ ͕

IE&�'LY��

TUDGLWLRQDO�MHGLFLQH�&RQWURO�'LY��

%XUHDX�RI�)RRG�DQG�'UXJ�IQVSHFWLRQ�
�%)'I�

)RRG�DQG�'UXJ�4XDOLW\�&RQWURO�&HQWHU

MHGLFDO�3URGXFW�SXSSO\�&HQWHU

���3URYLQFLDO�)RRG�DQG�'UXJ�8QLW

Drug Zegistration 
�ommittee 

)RRG�DQG�
'UXJ�

&RPPLWWHH�

EVVHQWLDO�MHGLFLQH�
&RPPLWWHH�

IQVWLWXWH�RI�MHGLFDO�DQG�MHGLFLQH

*M3�
&RPPLWWHH�

3KDUPDFHXWLFDO�)DFWRU\�1R���

3KDUPDFHXWLFDO�)DFWRU\�1R���

－ 434 －



LaZ� regulation� S23 and *uideline &ont«

� RHJXODWLRQ�RQ�WKH�EDQQHG�GUXJ�LQ�LDR�1R������MR+ LQ������

� RHJXODWLRQ�RI�'RQDWLRQ�RI�'UXJV�DQG�MHGLFDO�3URGXFW�1R������MR+ GDWHG���WK 1RY������

� RHJXODWLRQ�RQ�VSHFLILF�FRQWUROOHG�PHGLFLQH�DQG�XQFRQWUROOHG�DQG�OT&�'UXJ�

1R������MO+��RQ�����������

� RHJXODWLRQ�RQ�FRQFHUQLQJ�)RRG��'UXJ�DQG�MHGLFDO�ETXLSPHQW�$GYHUWLVHPHQW�

1R�������MO+��LQ�����

� RHYROYLQJ�'UXJ�)XQG�*XLGHOLQH

� LDR�3KDUPDFRYLJLOODQFH *XLGHOLQH

� 'ood Danufacturing Practice 'uideline 

3olicy� LaZ� Regulation� S23 and *uideline

� 1DWLRQDO�'UXJ�3ROLFLHV��GDWHG�RQ����������

� LDZ�RQ�'UXJ�DQG�MHGLFDO�3URGXFWV�1R�����1$���GDWH�����'HFHPEHU������

� 'HJUHH�IRU�1DWLRQDO�+HDOWK�IQVXUDQFH�1R������*RY���GDWHG����OFW�����

� 'HJUHH�IRU�TUDGLWLRQDO�MHGLFLQH�1R�������GDWHG����SHS�����

� RHJXODWLRQ�IRU�'UXJ�UHJLVWUDWLRQ�1R��������GDWHG����$XJ������

� RHJXODWLRQ�IRU�3KDUPDF\�1R��������GDWHG����SHS������

� RHJXODWLRQ�EVWDEOLVK�)DFWRU\�DQG�&RPSDQ\�1R�������GDWH����$XJ������

� RHJXODWLRQ�IRU�JRRG�PDQXIDFWXULQJ�SUDFWLFH�DQG�TXDOLW\�FRQWURO�RI�GUXJV�1R��������GDWHG����$XJ�

�����

� RHJXODWLRQ�RQ�*RRG�MDQXIDFWXULQJ�3UDFWLFH�1R�����MR+�GDWHG������������

� RHJXODWLRQ�IRU�GLVSRVDO�RI�PHGLFLQHV�LQFOXGLQJ�YDFFLQHV�1R�������GDWHG����$XJ������
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*ood 3ractices

,mplementation oI 1ational Regulatory $uthority �1R$� Strengthening�
� IQ�\HDU�������:+O�UDSLG�EHQFKPDUNLQJ�RI�WKH�1$R�LQ�LDR�3'R��IQ�FXUUHQWO\�TKH�

1R$�ZDV�LPSURYHG�
15$ )XQFWLRQ DVVHVVHG 6XE ,QGLFDWRUV 

0(7�([SHFWHG WR 
EH 0(7

,QGLFDWRUV 
0(7�([SHFWHG WR 
EH 0(7

6XE ,QGLFDWRUV 
� 0(7

0DWXULW\ 
OHYHO

���1$7,21$/ 5(*8/$725< 6<67(0 
�156�

���� RXW RI �� � RXW RI �� �� �

���5(*,675$7,21 $1' 0$5.(7,1* 
$87+25,=$7,21 �50$�

�� RXW RI �� � RXW RI � �� �

���9,*,/$1&(  �39/� �� RXW RI �� � RXW RI � �� �

���0$5.(7 6859(,//$1&( $1' 
&21752/ �06&�

� RXW RI � � RXW RI � ��� �

���/,&(16,1* 35(0,6(6 �/,&� ���� RXW RI �� � RXW RI � �� �

���5(*8/$725< ,163(&7,21 �5,� ���� RXW RI �� � RXW RI � �� �

���/$%25$725< $&&(66 $1' 
7(67,1* �/$7�

���� RXW RI �� � RXW RI �� �� �

���&/,1,&$/ 75,$/¶6 29(56,*+7 
�&72�

� RXW RI �� � RXW RI � �� �

LaZ� regulation� S23 and *uideline &on¶t�«

,n ����� some S23s and *uidelines have Eeen draIted as IolloZing�

� 'UDIW�SO3�IRU�UHFDOO�'UXJ�DQG�PHGLFDO�3URGXFW

� 'UDIW�SO3�IRU�IDVW�WUDFN�UHJLVWUDWLRQ

� 'UDIW�SO3�IRU�&DXVDOLW\�DVVHVVPHQW

� 'UDIW�IRU�ILOOLQJ�$'R�)RUP�DQG�UHSRUWLQJ�$'R�&DVHV

� 'UDIW�IRU�4XDOLW\�MDQDJHPHQW�S\VWHP��4MS��MDQXDO

� 'UDIW�IRU�*RRG�RHJXODWRU\�3UDFWLFH��*R3��*XLGHOLQH�
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*ood 3ractices�&on¶t�
Rational use oI 0edicine

� RHYLHZ SWDQGDUG TUHDWPHQW *XLGHOLQH

DQG 'UXJ TKHUDSHXWLF &RPPLWWHH�

� 3URPRWH RDWLRQDO XVH RI MHGLFLQH�

� &RQGXFW WUDLQLQJ DQG IROORZ XS IRU

RDWLRQDO XVH RI MHGLFLQH LQ FHQWUDO�

SURYLQFLDO� DQG GLVWULFW KRVSLWDOV DQG

KHDOWK FHQWHUV EDVHG RQ �� LQGLFDWRUV

DQG �� FKURQLF GLVHDVHV LQ WKH VWDQGDUG

WUHDWPHQW JXLGHOLQH�

ϳ͘ϵϬ
ϴ͘ϬϬ ϴ͘ϬϬ

ϳ͘ϳϬ

ϴ͘ϬϬ ϴ͘ϬϬ

ϳ͘ϱϬ
ϳ͘ϲϰ ϳ͘ϲϮ

ϳ͘ϵϬ

ϴ͘Ϯϴ

ϳ͘ϰϬ

ϳ͘ϵϮ
ϴ͘ϬϬ

ϴ͘ϰϬ
ϴ͘ϯϬ

ϴ͘ϬϬ

ϴ͘ϱϬ

ϳ͘ϯϬ

ϲ͘ϲϬ

ϲ͘ϴϬ

ϳ͘ϬϬ

ϳ͘ϮϬ

ϳ͘ϰϬ

ϳ͘ϲϬ

ϳ͘ϴϬ

ϴ͘ϬϬ

ϴ͘ϮϬ

ϴ͘ϰϬ

ϴ͘ϲϬ

^core for folloǁ up of Zational use of Dedicine
ϮϬϭϳͲϮϬϭϴ

*ood 3ractices

,mplementation oI drug procurement�

� SWUHQJWKHQLQJ�WKH�SURFXUHPHQW�ZRUN�WRJHWKHU�ZLWK�WKH�KRVSLWDOV��FHQWHUV�DQG�

3URYLQFHV�

� IQ�WKH�SDVW��GHFHQWUDOL]HG�V\VWHP�ZDV�XVHG�IRU�SURFXUHPHQW�RI�PHGLFLQHV�DQG�PHGLFDO�

SURGXFWV��EXW�FXUUHQWO\�FHQWUDO�WHQGHULQJ�SURFXUHPHQW�KDYH�EHHQ�LQLWLDWHG�IRU�WKH���

FHQWUDO�KRVSLWDOV�DQG���FHQWHUV��DQG�WKHQ�H[SDQGHG�WR����VRXWKHUQ�SURYLQFHV�DQG�WKLV�

\HDU�WR����QRUWKHUQ�SURYLQFHV�
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*ood 3ractices�&on¶t�
7raditional 0edicine and &0
� TKHUH�KDV�EHHQ�D�SROLF\�RQ�SURPRWLQJ�WUDGLWLRQDO�PHGLFLQH�LQ�WKH�KHDOWK�V\VWHP�

� 3URPRWH�WUDGLWLRQDO�PHGLFLQH�DW�DOO�OHYHOV�RI�SXEOLF�KHDOWK�VHUYLFHV�

� TKH XVH RI TUDGLWLRQDO &RPSOHPHQWDU\ MHGLFLQH SHUYLFHV LV DQ LQFUHDVH H[SDQGLQJ LQ
WKH SXEOLF KHDOWK VHUYLFHV�

� 3URPRWH WUDGLWLRQDO PHGLFLQDO SURGXFWV DUH RI JRRG TXDOLW\ IRU GRPHVWLF XVH DQG H[SRUW�
� ��� MHGLFLQDO SODQWV KDYH EHHQ SURWHFWHG DQG EHORQJ WR MR+ �������
� IQ ���� E\ *XDQJ[L %RWDQLFDO *DUGHQ RI MHGLFLQDO 3ODQWV VXSSRUWHG GHYHORSPHQW
RI LDR +HUEDO 3KDUPDFRSRHLD 9ROXPH � ZKLFK LQFOXGHG VWDQGDUG RI ��� PHGLFLQDO SODQWV�

� TKHUH�DUH���IDFWRULHV�SURGXFLQJ�DOORSDWKLF�PHGLFLQHV�DQG���IDFWRULHV�SURGXFLQJ�WUDGLWLRQDO
PHGLFLQHV�LQ�LDRV��

� IQ�MD\�������QXPEHU�RI�UHJLVWHUHG�WUDGLWLRQDO�PHGLFLQH��+HDOWK�SXSSOHPHQW��)RRG�SXSSOHPHQW�	
'LHWDU\�SXSSOHPHQW�DUH�IROORZLQJ��
- TM�����LWHPV��GRPHVWLF�SURGXFWV�������LWHPV��LPSRUWHG�SURGXFWV�
- +HDOWK�SXSSOHPHQW����LWHPV��GRPHVWLF�SURGXFWV�� ���LWHPV��LPSRUWHG�SURGXFWV�
- )RRG�SXSSOHPHQW����LWHPV��LPSRUWHG�SURGXFWV���'LHWDU\�SXSSOHPHQW����LWHPV��LPSRUWHG�SURGXFWV���

*ood 3ractices�&on¶t�
$vailaEility oI (ssential 0edicines 

� 3URPRWH WKH XVH RI EVVHQWLDO MHGLFLQHV

LLVW �EML� LQ +HDOWK IDFLOLWLHV�

� EQVXUH WKH DYDLODELOLW\ RI JRRG TXDOLW\

HVVHQWLDO PHGLFLQHV LQ RUGHU WR LPSURYH

DFFHVV WR HVVHQWLDO PHGLFLQHV LQ KHDOWK

IDFLOLWLHV� DQG WR FRQWULEXWH WR DFKLHYLQJ

8QLYHUVDO +HDOWK &RYHUDJH �8+&�� DQG

� )ROORZ XS RQ WKH XVH RI EML LQ FHQWUDO�

SURYLQFLDO DQG GLVWULFW KRVSLWDOV DQG

KHDOWK FHQWHUV�
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*ood 3ractices�&on¶t�
'ispensing and 'rug Storage
� E[FHO VKHHW LV XVHG LQ WKH GLVSHQVLQJ URRP RI KHDOWK IDFLOLW\ WR UHFRUG RQ PHGLFLQHV

XVH�

� M-SXSSO\ SURJUDP KDYH EHHQ XVHG IRU LQYHQWRU\ PDQDJHPHQW RI PHGLFLQHV DQG

PHGLFDO SURGXFWV LQ KHDOWK IDFLOLWLHV DQG ZDUHKRXVHV� &XUUHQWO\� M-VXSSO\ SURJUDP

KDYH EHHQ LQVWDOOHG LQ ��� XQLWV� DQG ZLOO EH H[SDQGHG WR �� XQLWV WKLV \HDU�

� TKH GUXJ VWRUDJHV LQ KHDOWK IDFLOLWLHV KDYH EHHQ PRQLWRUHG XVLQJ JRRG VWRUDJH SUDFWLFH

JXLGHOLQH�

*ood 3ractices�&on¶t�
Registration 
� TKH�SURFHGXUH�RI�UHJLVWUDWLRQ�LV�GLYLGHG�LQWR���VWHSV�

� SWHS����$SSOLFDWLRQ�IRU�WKH�SHUPLVVLRQ�WR�LPSRUW�RU�PDQXIDFWXUH�GUXJ�VDPSOH�LQWHQGHG

WR�EH�UHJLVWHUHG

� SWHS����$SSOLFDWLRQ�IRU�WKH�3URGXFW�RHJLVWUDWLRQ�DSSURYDO�

 TR�UHQHZ�WKH�FHUWLILFDWH�DIWHU��LWV�H[SLUH����\HDU�

� ������LWHPV�RI�SKDUPDFHXWLFDO�SURGXFWV�KDYH�EHHQ�UHJLVWHUHG���

� $OPRVW�DOO�UHJLVWHUHG�SURGXFWV�DUH�*HQHULFV�

� TKH�UHJLVWHUHG�GUXJ�SURGXFWV�LQ�LDRV�DUH�IURP���$XVWUDOLD��%DQJODGHVK��%HOJLXP��

&KLQD��)UDQFH��*HUPDQ\��IQGLD��IQGRQHVLD��-DSDQ��.RUHD��MDOD\VLD��3DNLVWDQ��

3KLOLSSLQHV��SZLW]HUODQG��TKDLODQG��8.��8S$��9LHWQDP«�
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*ood 3ractices�&on¶t�
1ational +ealth ,nsurance�

� TKH�1DWLRQDO�+HDOWK�IQVXUDQFH�LQ�LDR�3'R�VWDUWHG�LQ������ZLWK�WKH�SLORW�SURMHFW�LQ��

SHNRQJ 3URYLQFH��DQG�H[SDQGHG�WR�HDFK�3URYLQFH�LQ������DQG�WKHUH�ZLOO�KDV�FRYHU�RQ�

�����LQ�LDR�3'R��

� &XUUHQWO\��FRVWLQJ�RI�HVVHQWLDO�KHDOWK�VHUYLFH�SDFNDJHV�KDYH�EHHQ�FRQGXFWHG

*ood 3ractices�&on¶t�
0edicine including vaccine saIety surveillance

� IQ�������)''�HVWDEOLVKHG�$'R�&RPPLWWHH

� IQ�������)''�LPSOHPHQWHG�WKH�SLORW�SURMHFW�RQ�TDUJHW�SSRQWDQHRXV

RHSRUW�RI���$R9�GUXJV�DW����+I9�WUHDWPHQW�FHQWHUV�DQG�H[SDQGHG�WR����FHQWHUV

� IQ������)''�HVWDEOLVKHG�39�XQLW

� )''��EHFDPH��DQ�DVVRFLDWH�PHPEHU�LQ������DQG�D�IXOO�PHPEHU�RI�8SSVDOD�

MRQLWRULQJ�&HQWHU�DV����QG�PHPEHU�FRXQWULHV�LQ�MD\������

� SLQFH�������)''�LQ�FRRSHUDWLRQ�ZLWK�1I3�KDV�FRQGXFWHG�WUDLQLQJ�RI�WUDLQHU��TOT��

FRXUVH�IRU�$'R�	�$E)I�UHSRUWLQJ�DQG�PRQLWRULQJ�IRU�KHDOWK�VWDII�DW�SURYLQFLDO�DQG�

GLVWULFW�OHYHOV�LQ�HLJKW�SURYLQFHV�DQG�WKLV�\HDU�WKLV�TOT�FRXUVH�ZLOO�EH�FRQGXFWHG�LQ���

3URYLQFHV�
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7he priority topic in this ZorNshop

:e are interested in all topics Irom the course
�:H ZRXOG OLNH WR OHDUQ IURP -DSDQHVH H[SHULHQFH DQG RWKHU

SDUWLFLSDWLQJ FRXQWULHV KRZ WKH\ PDQDJH WKH LPSOHPHQWDWLRQ RI

SKDUPDFHXWLFDO LDZ DQG UHODWHG UHJXODWLRQV�

�TKH OHVVRQV JDLQHG IURP WKH FRXUVH FDQ KHOS LPSURYH P\ ZRUN

UHODWHG WR SKDUPDFHXWLFDO VXSSO\ FKDLQ PDQDJHPHQW HVSHFLDOO\

KRVSLWDO SKDUPDF\ PDQDJHPHQW ZKLFK FDQ IXUWKHU LPSURYH DFFHVV

WR JRRG TXDOLW\ DQG DIIRUGDEOH PHGLFLQHV ZLWK WKH XOWLPDWH JRDO

RI UHDFKLQJ 8+&�

'iIIiculties�Lessons learned

� MDQDJHPHQW�RI�3URFXUHPHQW��VXSSO\�DQG�GLVWULEXWLRQ�RI�GUXJV�DW�DOO�OHYHOV�IURP�FHQWUDO�WR�

ORFDO�OHYHOV�LV�QRW�XQLIRUP�

� TKHUH�KDYH�EHHQ�XQUHJLVWHUHG�PHGLFLQHV�LQ�SXEOLF�DQG�SULYDWH�VHFWRUV

� SDOH�3ULFHV�RI�GUXJV�DUH�GLIIHUHQW�LQ�WKH�ZKROH�FRXQWU\�

� TKHUH�KDYH�EHHQ�D�SROLF\�WR�SURPRWH�WKH�XVH�RI�WUDGLWLRQDO�PHGLFLQHV�ZLWK�PRGHUQ��

PHGLFLQHV��EXW�LWV�LPSOHPHQWDWLRQ�LV�VWLOO�ZHDN�

� $YDLODELOLW\�EVVHQWLDO�MHGLFLQH�LQ�VRPH�KHDOWK�IDFLOLW\�LV�XQGHU����

� $'R�$E)I�PRQLWRULQJ�DQG�UHSRUWLQJ�KDV�IRFXVHG�UHFHQWO\�RQO\�LQ�SXEOLF�VHFWRU�DQG�QRW�

SULYDWH�VHFWRU�
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7hanN you 
$rigato go]aimasu

&hallenges

� 1R�JXLGHOLQH�IRU�SURFXUHPHQW�RI�PHGLFLQHV�DQG�PHGLFDO�

SURGXFWV��

� 1R�UHJXODWLRQ�IRU�MHGLFLQH�3ULFH�&RQWURO

� LLPLWHG�NQRZOHGJH�DQG�H[SHULHQFH�LQ�GRVVLHU�

UHYLHZ�DVVHVVPHQW�IRU�UHJLVWUDWLRQ�RI�QHZ�PHGLFLQHV�

� LLPLWHG�NQRZOHGJH�DQG�H[SHULHQFH��LQ�FDXVDOLW\�DVVHVVPHQW�IRU�

3KDUPDFRYLJLODQFH��39��DQG�ZH�KDYH�RQO\�39�XQLW��QRW�\HW�39�

&HQWHU�

� IQVXIILFLHQW�EQJOLVK�NQRZOHGJH�DQG�VNLOOV
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&RQW«

 WKH LLEHULDQ 3KDUPDF\ %RDUG �FRPPRQO\ FDOOHG 3KDUPDF\ %RDUG RI
LLEHULD RU 3%L�� LV D UHJXODWRU\ DXWKRULW\ WKDW ZDV HVWDEOLVKHG E\ DQ $&T
RI 3KDUPDF\ LQ ���� WR UHJXODWH WKH SUDFWLFH RI SKDUPDF\ LQ LLEHULD �L�
����-�����

 $Q DFW WR DPHQG WKH 3XEOLF +HDOWK DQG SDIHW\ LDZ WR FUHDWH D SKDUPDF\
ERDUG ZLWKLQ WKH 'HSDUWPHQW RI +HDOWK��

 +HDGTXDUWHUV MRQWVHUUDGR &RXQW\

 SHYHQ ��� %RDUG MHPEHUV

 TKH %RDUG LV KHDGHG E\ D UHJLVWUDU

1

5(*8/$725< $*(1&< 0,1,675<               
2) +($/7+

͘

5(38%/,& 2) /,%(5,$
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0DQGDWH �

7KH SULPDU\ REMHFWLYH RI WKH /LEHULDQ 3KDUPDF\ %RDUG DUH DV 
IROORZ�
 SURPRWH� 
 SUHVHUYH� 
 SURWHFW WKH SXEOLF KHDOWK� 
 VDIHW\� DQG ZHOIDUH� 
 DQG DGYLVH WKH PLQLVWHU RI KHDOWK RQ SKDUPDFHXWLFDO 

PDWWHUV�

͛

25*$12*5$0

͚

%2$R' 0(0%(RS

R(*,S7R$R�&(2

,1S3(&72R 
*(1(R$L

$'0,1,S7R$72R

,1S3(&72RS
&20387(R 

23(R$72R � '$7$ 
0$1$*(R 

S(&8R,7< 	 
+28S( .((3,1* 

'(387< 
R(*,S7R$R

),1$1&,$L 
2)),&(R

3R2&8R(0(17
2)),&(R

7(S7,1* 	 
(9$L8$7,21 
&200,77(( 

+R
2)),&(R
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3+$50$&(87,&$/ 5(*8/$725< $*(1&,(6

7KHUH DUH WKUHH SKDUPDFHXWLFDO UHJXODWRU\ DJHQFLHV�

1. Pharmacy Division at the Ministry of Health,

․. ‾iberia Pharmacy ‴oard (‾P‴)

‥. And most recent in ․010 established  the ‾iberia Medicines 
and Health Products Regulatory Authority (‾MHRA)

͝

5(*8/$725< )81&7,216

͜

 MDLQWDLQV D UHJLVWU\ RI SKDUPDFHXWLFDO RXWOHWV WKDW VHOOV DQG
GLVWULEXWH GUXJV� PHGLFDWLRQV� DQG RWKHU PDWHULDOV XVHG WR
GLDJQRVH DQG SUHYHQW LOOQHVV DQG GLVHDVH� DQG WUHDW LQMXU\

 RHJXODWH WKH SUDFWLFH RI SKDUPDF\ LQ LLEHULD
 &RQGXFW�VWDWH�ERDUG�H[DPV�IRU�SKDUPDFLVWV�DQG�SKDUPDF\�
WHFKQLFLDQV�IRU�OLFHQVXUH

 'HYHORSV VWDQGDUGV� JXLGHOLQHV IRU SURIHVVLRQDO FRPSHWHQF\
 3URPXOJDWHV UXOHV DQG UHJXODWLRQV
 $GMXGLFDWHV FRPSODLQWV DJDLQVW SURIHVVLRQDOV DQG� ZKHQ
QHFHVVDU\� LPSRVHV GLVFLSOLQDU\ VDQFWLRQV�
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3KDUPDFLVW¶V LQ WKH +HDOWKFDUH V\VWHP

$OO�SKDUPDFLVWV�SUDFWLFLQJ�LQ�LLEHULD�PXVW�KDYH�REWDLQHG�DQ�XQGHU-JUDGXDWH�
GHJUHH�DQG�HQUROOHG�DW�WKH�VFKRRO�RI�SKDUPDF\�IRU���\HDUV��ZLWK�WKH�IROORZLQJ�
UROHV�DQG�SRVLWLRQV�
� 3URYLGH�SKDUPDFHXWLFDO�KHDOWKFDUH�VHUYLFHV��FOLQLFDO�SKDUPDFLVW�
� 3URFXUHPHQW��LQYHQWRU\�PDQDJHPHQW�DQG�VWRUDJH
� 3KDUPDFHXWLFDO�RHJXODWRUV��GLVSHQVDULHV��3KDUPDFHXWLFDO�RXWOHWV�DQG�

ZDUHKRXVHV�
� 3URYLVLRQ�RI�SKDUPDFHXWLFDO�LQIRUPDWLRQ�WKURXJK�FRPPXQLW\�HQJDJHPHQW�
� &RPPXQLW\�SKDUPDFLVW��VXSHUYLVH�SKDUPDF\�VKRSV�

͟

3harmacy 'ivision�
� 3ROLF\�PDNLQJ��
� GHSOR\PHQW�RI�SKDUPDFLVWV�WKURXJKRXW�WKH�FRXQWU\�
� IRUPXODWLRQ�RI�WKH�WKHUDSHXWLF�JXLGHOLQHV�IRU�LLEHULD

LiEeria 3harmacy %oard�
� RHYHUW�WR�VOLGH��

LiEeria 0edicine and +ealth 3roducts Regulatory $uthority�
� 4XDOLW\�FRQWURO�RI�SKDUPDFHXWLFDO�SURGXFWV��UHYLVLRQ�RI�*M3�*XLGHOLQHV�

DQG�UHJXODWLRQ�
� :KROH�VDOH�DQG�IPSRUWDWLRQ�

͞
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THANKS

͡

&RQW«��

TKH�SKDUPDFHXWLFDO�VHFWRU�LV�FRPSRVHG�RI�
� 3KDUPDFLHV���DOO�FDWHJRULHV�RI�SKDUPDFHXWLFDO�
� MHGLFLQH�VWRUHV��RYHU-WKH-FRXQWHU�PHGLFDWLRQ�
� +RVSLWDO��+HDOWK�FHQWHU�DQG�&OLQLF��GLVSHQVDULHV�
1XPEHU�RI�OLFHQVHG�3KDUPDFLVWV�
� ����SKDUPDFLVWV
3KDUPDF\�WHFKQLFLDQ
� ���3KDUP�THFK���DZDLWLQJ�OLFHQVXUH�
3RVLWLRQV�RFFXSLHG�E\�SKDUPDFLVW
� 3KDUPDFHXWLFDO�IQVSHFWRU�*HQHUDO��
� MDQDJLQJ�GLUHFWRU
� &KLHI�SKDUPDFLVW��RHSXEOLF�RI�LLEHULD�
� RHJLVWUDU
� &RXQW\�3KDUPDFLVW

͠
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�� 3KDUPDFHXWLFDO 5HJXODWLRQ�             
3KDUPDF\ %RDUG RI /LEHULD

 LLEHULD�3KDUPDF\�%RDUG��L3%��LV�D�UHJXODWRU\��DUP�RI�WKH�MLQLVWU\�RI�+HDOWK�
�MO+��RL��ZDV�HVWDEOLVKHG�LQ�����-��E\�DQ�$FW�RI�LHJLVODWLRQ�

 TR�UHJXODWH�WKH�SUDFWLFH�RI�SKDUPDF\�LQ�WKH�RHSXEOLF�RI�LLEHULD��DV�D�
VSHFLDOL]HG�ERG\�RI�WKH�LLEHULD�+HDOWK�SHFWRU�VHUYLQJ�DV�WKH�GLUHFWLQJ�DQG�
FRRUGLQDWLQJ�UHJXODWRU\�DXWKRULW\�IRU�WKH�SUDFWLFH�RI�SKDUPDF\�LQ�LLEHULD��

 $V�D�UHJXODWRU\�LQVWLWXWLRQ�LWV�RUJDQRJUDP�FRPSULVHV�RI�DQ�IQVSHFWRUDWH�
'HSDUWPHQW�

 TKH 'HSDUWPHQW LV KHDGHG E\ D 3KDUPDFLVW� ZKRVH SRVLWLRQ LV WKH ³IQVSHFWRU
*HQHUDO´ DSSRLQWHG E\ %RDUG RI 'LUHFWRUV� QR -RE WHQXUH�

1

5(38%/,& 2) /,%(5,$
0,1,675< 2) +($/7+ �02+�

-())(5621 3,$+ +$55,6
%6F�=RRORJ\�� %�3KDUP� 03&3KDUP� 03$/� 53K�
,163(&725 *(1(5$/ /,%(5,$ 3+$50$&< %2$5'
$&7,1* 35(6,'(17� 3+$50$&(87,&$/ 
$662&,$7,21 2) /,%(5,$
��������������
-HIIKDUULVB��#\DKRR�FRP

/,%(5,$ 3+$50$&< %2$5'
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52/( 	 326,7,21 2) 
3+$50$&,676 

3KDUPDFLVWV LQ /LEHULD SOD\ YDULRXV UROHV DV�

 3KDUPDFHXWLFDO 5HJXODWRUV
 &OLQLFDO 3KDUPDFLVW
 &RPPXQLW\ 3KDUPDFLVW 
 3KDUPDFHXWLFDO GUXJ LQVSHFWRUV
 3URIHVVRUV
 &RQGXFW VWDWH ERDUG H[DP IRU OLFHQVXUH

͛

&RQW«

RHJXODWRU\ VHUYLFHV SURYLGHG SHU MRE GHVFULSWLRQ DUH DV IROORZ�

 3UHSDUDWLRQ RI DQ DQQXDO LQVSHFWLRQ ZRUN SODQ

 IQVSHFW +RVSLWDO� &OLQLF� +HDOWK &HQWHU �GLVSHQVDULHV� DQG 3KDUPDFHXWLFDO

RXWOHWV �PHGLFLQH SWRUHV DQG 3KDUPDFLHV � DW FRPPXQLW\ OHYHO

 EQVXUH WKDW SHUVRQQHO SHUIRUPLQJ SKDUPDFHXWLFDO VHUYLFHV DUH FHUWLILHG E\

WKH LLEHULD 3KDUPDF\ %RDUG

 TKDW DOO SKDUPDFHXWLFDO RXWOHWV FRPSO\ ZLWK DQQXDO UHJLVWUDWLRQ SURFHVV

 &RQGXFW FRQFLVH LQVSHFWLRQ RQ 3UHPLVHV DV ZHOO DV SK\VLFDO LQVSHFWLRQ RQ

SKDUPDFHXWLFDO SURGXFWV IRU GUXJ TXDOLW\ DQG VDIHW\

 EQVXUH HVWDEOLVKPHQW RI SUHPLVH EDVHG RQ PLQLPXP VWDQGDUGV

͚
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�� *RRG 3KDUPDFHXWLFDO 3UDFWLFHV
*RRG SKDUPDFHXWLFDO 3UDFWLFHV LV FDUGLQDO IRU TXDOLW\ FRQWURO� HIILFLHQF\� 
SURGXFWLYLW\ DQG VDIHW\

�([DPSOHV� 3K\VLFDO ,QVSHFWLRQ RQ VWRUDJH� GLVWULEXWLRQ RI SKDUPDFHXWLFDO 
3URGXFWV DQG SHUVRQQHO

9 &RQILVFDWLRQ DQG LQFLQHUDWLRQV RI VXEVWDQGDUG� H[SLUHG� FRXQWHUIHLW 
SURGXFWV

9 &RQWLQXDO FRQGXFWLRQ RI YDULRXV NLQGV RI SKDUPDFHXWLFDO 
LQVSHFWLRQV� DZDUHQHVV  DQG WUDLQLQJ

9 6WDNHKROGHU HQJDJHPHQW WR UHYLHZ SROLF\ GRFXPHQWV LQ WKH 
SKDUPDFHXWLFDO VHFWRU  DV D SRVVLEOH PHDQV RI DGGUHVVLQJ FXUUHQW 
SXEOLF KHDOWK FRQFHUQ OLNH WKH HPHUJLQJ DQWLPLFURELDO UHVLVWDQFH

9 &RQWLQXDO GHYHORSPHQW RI KXPDQ UHVRXUFH FDSDFLW\� FRPPXQLW\ 
HQJDJHPHQW  DQG DZDUHQHVV

͝

3RVLWLRQ 2FFXSLHG

$QG RFFXSLHG VXFK SRVLWLRQV DV�

 $ 3KDUPDFLVW DGPLQLVWUDWRU

 &KLHI 3KDUPDFLVW 5HSXEOLF RI /LEHULD

 'HSXW\ 0LQLVWHU 

 &RXQW\ SKDUPDFLVW

 3KDUPDFHXWLFDO ,QVSHFWRU *HQHUDO

 0DQDJLQJ 'LUHFWRU

͜

－ 453 －



�� 'LIILFXOWLHV�/HVVRQV /HDUQHG IURP 3DVW ([SHULHQFH

$V D UHJXODWRU WKH PRVW GLIILFXOW DQG FKDOOHQJH HQFRXQWHUV RQ D 
IUHTXHQW EDVLV LV WKH HQIRUFHPHQW RI UHJXODWRU\ JXLGHOLQHV 
HVSHFLDOO\�
 ,QVSHFWLRQ IRU UHJXODWRU\ FRPSOLDQFH
 ,OOHJDO RSHQLQJ RI UHWDLO SKDUPDFHXWLFDO RXWOHWV LQ UXUDO 

FRPPXQLW\
 &RQILVFDWLRQ RI SKDUPDFHXWLFDO SURGXFWV  IURP UHWDLO RXWOHWV 

ZKLFK DUH FRQVLGHUHG XQVDIH IRU SXEOLF FRQVXPSWLRQ 
 3UROLIHUDWLRQ RI FRXQWHUIHLW� VXEVWDQGDUG DQG IDNH 

SKDUPDFHXWLFDO SURGXFWV 

͟

&RQW«

※n our regulatory functions as a pharmacist the issue of the 
continual proliferation and circulation of counterfeit medicine  
and strategy for the control and or mitigation difficult.

‾esson learned from these challenges are‬

 ※nade⁣uate education among the people in relation to the 
danger and the negative public health implication

 No defined policy and penalty for who be violators 

 Emerging Antimicrobial resistance

͞
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THANKS FOR 
YOUR ATTENTION

͡

�� <RXU LQWHUHVWV

M\�LQWHUHVW�DV�D�SKDUPDFLVW�LV�'UXJ�TXDOLW\�DQG�SDIHW\��ZLWK�WKLV�LQ�
PLQG�I�KRSH�WR�VWUHQJWKHQ�P\��FDSDFLW\�LQ�WKUHH�VSHFLILF�DUHD�DV�
����&RXQWHUPHDVXUHV�DJDLQVW�FRXQWHUIHLW�PHGLFLQHV

����$FTXLVLWLRQ�RI�QHZ�NQRZOHGJH�IRU�LPSURYHPHQW����

RI�TXDOLW\�DVVXUDQFH

����TR�HQVXUH�DFFHVV�WR�TXDOLW\�PHGLFLQH�E\����

DFTXLULQJ�DGGLWLRQDO���NQRZOHGJH

͠

－ 455 －





 
 
 
 

Regulatory Systems  
on Ensuring Access to Quality Medicines 

 
 
 
 
 
 
 
 

M<$1M$R 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

－ 457 －





1 
 

3art ,�  ,1)2R0$7,21 S+((7 
Regulatory Systems on Ensuring Access to Quality Medicines 㸦JFY 2019㸧 

�
1DPH�� � � � � � � � � � � MU�=D\�<DU�MRH� �

� � &RXQWU\�� � � � � � � � � M\DQPDU� � � � � � � �
� � � � � � � � � � � � � � � � � � � � � � � OUJDQL]DWLRQ�'HSDUWPHQW�'LYLVLRQ�� � � MLQLVWU\�RI�+HDOWK�DQG�SSRUWV� �

�
ձ 2rgani]ational &hart 
í3OHDVH�DWWDFK�WKH�RUJDQL]DWLRQDO�FKDUW�RI�SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�DW�QDWLRQDO�VWDWH�	�ORFDO�OHYHOV�DERXW�
SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�LQ�\RXU�FRXQWU\��

� � í3OHDVH�EULHIO\�GHVFULEH�HDFK�UROH�DQG�UHVSRQVLELOLW\�RQ�SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�� �
② 2rgani]ational &hart oI 3harmaceutical $dministration at 1ational�state 	 local levels 
�
�
� �
� �
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
� �
�
�
�
�
�
�
�
�
�

M\DQPDU�)RRG�DQG�'UXJ�%RDUG�RI�$XWKRULW\�

)RRG�$GYLVRU\�&RPPLWWHH� �

&HQWUDO�)RRG�DQG�'UXJ�SXSHUYLVRU\�
& LWW

'UXJ�$GYLVRU\�&RPPLWWHH� �

SWDWH�DQG�RHJLRQ�)RRG�DQG�'UXJ�SXSHUYLVRU\�&RPPLWWHH�

'LVWULFW�)RRG�DQG�'UXJ�SXSHUYLVRU\�&RPPLWWHH�

TRZQVKLS�)RRG�DQG�'UXJ�SXSHUYLVRU\�&RPPLWWHH� �
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2 
 

�
Role and responsiEility on pharmaceutical administration 
 

M\DQPDU�IRRG�DQG�GUXJ�ERDUG�RI�DXWKRULW\�ZDV�IRUPHG�DFFRUGLQJ�WR�WKH�QDWLRQDO�GUXJ�ODZ�DPHQGLQJ�LQ�������
TKH�XQLRQ�PLQLVWHU�RI�KHDOWK�DQG�VSRUWV� LV� WKH�FKDLUPDQ�RI�M\DQPDU� IRRG�DQG�GUXJ�ERDUG�RI�DXWKRULW\��'LUHFWRU�
*HQHUDO�RI�GHSDUWPHQW�RI�IRRG�DQG�GUXJ�DGPLQLVWUDWLRQ�LV�WKH�VHFUHWDU\�RI�WKDW�ERDUG�RI� �
DXWKRULW\� DQG� DOVR� FKDLUPDQ� RI� &HQWUDO� IRRG� DQG� GUXJ� VXSHUYLVRU\� FRPPLWWHH� ZKLOH� 'UXJ� FRQWURO� GLUHFWRU� RI�
GHSDUWPHQW�RI�IRRG�DQG�GUXJ�DGPLQLVWUDWLRQ�LV�WKH�VHFUHWDU\�RI�WKDW�FRPPLWWHH��+HDGV�RI�VWDWHV�UHJLRQV�DQG�GLVWULFWV�
KHDOWK�GHSDUWPHQW�DUH�FKDLUPHQ�ZKLOH�KHDGV�RI�GHSDUWPHQW�RI� IRRG�DQG�GUXJ�DGPLQLVWUDWLRQ� LQ�VWDWHV�UHJLRQV�DQG�
GLVWULFWV�DUH�DOVR�VHFUHWDULHV�RI�UHVSHFWLYH�SWDWHV��UHJLRQV�DQG�GLVWULFWV�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHHV��TKHUH�
LV�QR�RIILFH�RI�GHSDUWPHQW�RI�IRRG�DQG�GUXJ�DGPLQLVWUDWLRQ�LQ�WRZQVKLS�OHYHO�ZKHUH�WKH�KHDG�RI�KHDOWK�GHSDUWPHQW�LV�
WKH�FKDLUPDQ��
� 'UXJ�DGYLVRU\�FRPPLWWHH�SURYLGHV�WHFKQLFDO�VXSSRUW�UHODWLQJ�WR�GUXJV��
� �
Role and responsiEility oI 0yanmar Iood and drug Eoard oI authority �1ational level��

�� LD\LQJ�GRZQ�WKH�SROLF\�UHODWLQJ�WR�UHJLVWUDWLRQ�RI�GUXJV�
�� LD\LQJ�GRZQ�WKH�SROLF\�UHODWLQJ�WR�GHWHUPLQDWLRQ�RI�DQ�HVVHQWLDO�GUXJV�
�� LD\LQJ�GRZQ�WKH�SROLF\�UHODWLQJ�WR�WKH�XWLOL]DWLRQ�RI�GUXJV�
�� 'HWHUPLQLQJ�WKH�TXDOLILFDWLRQV�RI�SHUVRQV�HQWLWOHG�WR�DSSO\�IRU�OLFHQVH�DQG�WKH�WHUPV�DQG�FRQGLWLRQV�WKHUHRI�

IRU�WKH�PDQXIDFWXUH��VWRUDJH��GLVWULEXWLRQ�DQG�VDOH�RI�SKDUPDFHXWLFDO�UDZ�PDWHULDO�RU�UHJLVWHUHG�GUXJ�
�� SWLSXODWLQJ�WHUPV�DQG�FRQGLWLRQV�IRU�WKH�PDQXIDFWXUH��LPSRUW��H[SRUW��VWRUDJH��GLVWULEXWLRQ�DQG�VDOH�RI�

SKDUPDFHXWLFDO�UDZ�PDWHULDO�RU�UHJLVWHUHG�GUXJ�
�� 'HWHUPLQLQJ�JRRG�SUDFWLFHV�IRU�DVVXUDQFH�RI�TXDOLW\�LQ�UHVSHFW�RI�PDQXIDFWXUH��FOLQLFDO�WHVWV�DQG�ODERUDWRU\�

DQDO\VHV�RI�WKH�SKDUPDFHXWLFDO�UDZ�PDWHULDO�RU�UHJLVWHUHG�GUXJ�DQG�DOO�PDWWHUV�UHODWLQJ�WR�GUXJV�
�� 3HUPLWWLQJ��UHIXVLQJ��WHPSRUDU\�UHYRFDWLRQ�DQG�FDQFHODWLRQ�RI�UHJLVWUDWLRQ�RI�GUXJ�
�� *UDQWLQJ��UHIXVLQJ��WHPSRUDU\�UHYRFDWLRQ�DQG�FDQFHODWLRQ�RI�D�OLFHQVH�
�� SWLSXODWLQJ�WHUPV�DQG�FRQGLWLRQV�UHODWLQJ�WR�ODEHOLQJ�RI�GUXJV��DQG�DGYHUWLVLQJ�
��� 'HWHUPLQLQJ�DQG�FDQFHOOLQJ�DQ\�W\SH�RI�VXEVWDQFH�DV�D�GUXJ�
��� )RUPLQJ�FRPPLWWHHV�LQ�UHVSHFW�RI�PDWWHUV�UHODWLQJ�WR�H[SHUWLVH�DQG�GHWHUPLQLQJ�WKH�IXQFWLRQV�DQG�GXWLHV�RI�

VXFK�FRPPLWWHHV�
��� )RUPLQJ�)RRG�DQG�'UXJ�SXSHUYLVRU\�&RPPLWWHHV�LQ�WKH�VWDWHV��GLYLVLRQV��GLVWULFWV�DQG�WRZQVKLSV�LQ�RUGHU�WR�

VXSHUYLVH�PDWWHUV�UHODWLQJ�WR�IRRG�DQG�GUXJV��GHWHUPLQLQJ�WKH�IXQFWLRQV�DQG�GXWLHV�RI�VXFK�FRPPLWWHHV�
��� 3UHVFULELQJ�SULPDU\�ODERUDWRULHV�DQG�DSSHOODWH�ODERUDWRULHV�
��� SWLSXODWLQJ�WHUPV�DQG�FRQGLWLRQV�UHODWLQJ�WR�IRRG� �

�
� � � � � � TKH�%RDUG�RI�$XWKRULW\�PD\�GHOHJDWH�DQ\�RUJDQL]DWLRQ�RU�DQ\�SHUVRQ�WR�FDUU\�RXW�LWV�IXQFWLRQV�DQG�GXWLHV��
�
Role and responsiEility oI central Iood and drug supervisory committee �&entral level� 
 
     TKH�%RDUG�RI�$XWKRULW\�GHOHJDWHG�WKH�FHQWUDO�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHH�WR�FDUU\�RXW�LWV� �
� )XQFWLRQV�DQG�GXWLHV��  
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Role and responsiEility oI state�region Iood and drug supervisory committee �State�Region level� 
 

�� SXSHUYLVLQJ�GLVWULFW�DQG�WRZQVKLS�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHHV�UHODWLQJ�WR� � SHUPLWWLQJ�RI�
SKDUPDF\�OLFHQVH�

�� SXSHUYLVLQJ�WKH�PDQXIDFWXUH��VWRUDJH��GLVWULEXWLRQ�DQG�VDOH�RI�SKDUPDFHXWLFDO�HQWHUSULVHV�DQG�IRRG�
PDQXIDFWXULQJ�EXVLQHVVHV�ZLWKLQ�WKH�VWDWH�UHJLRQ�

�� &DUU\LQJ�RXW�WKH�GXWLHV�DQG�IXQFWLRQV�RI�GLVWULFW�DQG�WRZQVKLS�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHHV�E\�
LWVHOI�LI�QHFHVVDU\�

�� )ROORZLQJ�WKH�RUGHU�DQG�GLUHFWLYH�LVVXHG�E\�WKH�FHQWUDO�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHH�
�
�
Role and responsiEility oI district Iood and drug supervisory committee �'istrict level� 
 

�� &RQILUPDWLRQ��SRVWSRQLQJ�DQG�FDQFHODWLRQ�RI�WKH�SKDUPDF\�OLFHQVH�IURP�WRZQVKLS�IRRG�DQG�GUXJ�VXSHUYLVRU\�
FRPPLWWHHV�

�� SXSHUYLVLQJ�WKH�PDQXIDFWXUH��VWRUDJH��GLVWULEXWLRQ�DQG�VDOH�RI�SKDUPDFHXWLFDO�HQWHUSULVHV�DQG�IRRG�
PDQXIDFWXULQJ�EXVLQHVVHV�ZLWKLQ�WKH�GLVWULFW�

�� &DUU\LQJ�RXW�WKH�GXWLHV�DQG�IXQFWLRQV�RI�WRZQVKLS�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHHV�E\�LWVHOI�LI�
QHFHVVDU\�

�� &RQILUPDWLRQ��SRVWSRQLQJ�DQG�FDQFHODWLRQ�DQG�GLUHFWLQJ�WKH�SXQLVKPHQWV�RI�WRZQVKLS�IRRG�DQG�GUXJ�
VXSHUYLVRU\�FRPPLWWHHV�UHODWLQJ�WR�IRRG�DQG�GUXJ�

�� )ROORZLQJ�WKH�RUGHU�DQG�GLUHFWLYH�LVVXHG�E\�WKH�VXSHULRU�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHH�
�
Role and responsiEility oI toZnship Iood and drug supervisory committee �7oZnship level� 
 

�� IVVXLQJ��SRVWSRQLQJ�DQG�FDQFHODWLRQ�RI�SKDUPDF\�OLFHQVH�
�� SXSHUYLVLQJ��LQVSHFWLRQ�DQG�SXQLVKLQJ�WKH�RIIHQFHV�UHODWLQJ�WR�DOO�PDWWHUV�RI�IRRG�DQG�GUXJ� �
�� )ROORZLQJ�WKH�RUGHU�DQG�GLUHFWLYH�LVVXHG�E\�WKH�VXSHULRU�IRRG�DQG�GUXJ�VXSHUYLVRU\�FRPPLWWHH�

�
ͤ+RVSLWDO�SKDUPDF\�RQO\�

í3OHDVH�EULHIO\�GHVFULEH�WKH�UROH�RI�SKDUPDFLVW�LQ�PHGLFDO�FDUH�V\VWHP�LQ�\RXU�FRXQWU\��II�SRVVLEOH��IRFXV�RQ�WKH�
SRVLWLRQ�RI�WKH�SKDUPDFLVW�LQ�PHGLFDO�LQVWLWXWLRQV��

�
③ Legislation on pharmaceutical administration 
í3OHDVH�EULHIO\�EXOOHWLQHG�PDMRU�ODZV�DFWV�
◆1DWLRQDO�LHYHO�
    ・1DWLRQDO�'UXJ�LDZ�������$PHQGPHQW��DGPLQLVWHUHG�E\�M\DQPDU�)RRG�DQG�'UXJ�%RDUG�RI�

$XWKRULW\�
    ・� Narcotic Drugs and Psychotropic Substance (1993) DGPLQLVWHUHG�E\  Myanmar Food 

and Drug Board of Authority DQG�M\DQPDU�3ROLFH�)RUFH�
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◆LRFDO�LHYHO�
      ・  1DWLRQDO�'UXJ�LDZ�������$PHQGPHQW��DGPLQLVWHUHG�E\�SWDWH�DQG�RHJLRQ�)RRG�DQG�'UXJ�

SXSHUYLVRU\�&RPPLWWHH�
・    Narcotic Drugs and Psychotropic Substance (1993)� � � DGPLQLVWHUHG�E\   �

SWDWH�DQG�RHJLRQ�)RRG�DQG�'UXJ�SXSHUYLVRU\�&RPPLWWHH        �
◆3I&�S�
� � � � � � � � � � � � � <HV� � � � � � � � � � OR� � � � � 1R� � � �   � �

II�\HV��MRLQHG�ZKHQ                      �
�

մ Regulatory Services 
í3OHDVH�GHVFULEH�SKDUPDFHXWLFDO�UHJXODWRU\�VHUYLFHV�RI�\RXU�FRXQWU\�LQ�UHVSRQVH�WR�HDFK�WRSLF�GHVFULEHG�EHORZ��
íIW�LV�UHFRPPHQGHG�WR�DGG�VXSSOHPHQWDO�LQIRUPDWLRQ�VXFK�DV�V\VWHPV��UHJXODWLRQV��UHVSRQVLEOH�DGPLQLVWUDWRUV��
VLQFH�\RX�DUH�H[SHFWHG�WR�H[SODLQ�WKHP�WR�RWKHU�SDUWLFLSDQWV��
◆3KDUPDFHXWLFDO�MDQXIDFWXULQJ�
・S\VWHPV��RHJXODWLRQV��HWF��
・*RRG�MDQXIDFWXULQJ�3UDFWLFH�DGPLQLVWHUHG�E\�Myanmar Food and Drug Board of Authority� � �
ဵE[DPSOH��*RRG�LDERUDWRU\�3UDFWLFH��*RRG�&OLQLFDO�3UDFWLFH��*RRG�MDQXIDFWXULQJ�3UDFWLFH�
◆'UXJ�IPSRUW�E[SRUW�
・S\VWHPV��RHJXODWLRQV��HWF��
・*RRG�SWRUDJH�3UDFWLFH� � DGPLQLVWHUHG�E\�Myanmar Food and Drug Board of Authority� �
・*RRG�'LVWULEXWLRQ� � 3UDFWLFH� � DGPLQLVWHUHG�E\�Myanmar Food and Drug Board of Authority�
 

◆MDUNHWLQJ�$XWKRUL]DWLRQ�
・S\VWHPV��RHJXODWLRQV��HWF��
・       $SE$1�&T'� � DGPLQLVWHUHG�E\� � � Myanmar Food and Drug Board of Authority� � � � � � � � � �
ဵE[DPSOH��*RRG�4XDOLW\�3UDFWLFH�
◆'UXJ�'LVWULEXWLRQ��LQFOXGLQJ�GUXJ�VHOHFWLRQ��SURFXUHPHQW��VDOH��
・S\VWHPV��RHJXODWLRQV��HWF��
・*RRG�&OLQLFDO�3UDFWLFH�DGPLQLVWHUHG�E\�'HSDUWPHQW�RI�MHGLFDO�SHUYLFHV�
◆MHGLFLQH�SDIHW\��SRVW-PDUNHWLQJ��
・S\VWHPV��RHJXODWLRQV��HWF��
・ *RRG�3KDUPDF\�3UDFWLFH� � DGPLQLVWHUHG�E\�'HSDUWPHQW�RI�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ�DQG�TRZQVKLS�

)RRG�DQG�'UXJ�SXSHUYLVRU\�&RPPLWWHH�
・*RRG�3KDUPDFRYLJLODQFH�3UDFWLFH�DGPLQLVWHUHG�E\�'HSDUWPHQW�RI�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ�DQG�
TRZQVKLS�)RRG�DQG�'UXJ�SXSHUYLVRU\�&RPPLWWHH� �
ဵE[DPSOH��*RRG�3KDUPDFRYLJLODQFH�3UDFWLFH�
◆RHOLHI�S\VWHP�IRU�$GYHUVH�'UXJ�RHDFWLRQV�
・S\VWHPV��RHJXODWLRQV��HWF��
・$GYHUVH�'UXJ�RHDFWLRQ�MRQLWRULQJ�S\VWHP�DGPLQLVWHUHG�E\�'HSDUWPHQW�RI�MHGLFDO�SHUYLFHV�DQG�

'HSDUWPHQW�RI�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ�
�
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յ 'rug 3ricing 
í3OHDVH�GHVFULEH�DERXW�SULFH�FRQWURO�DQG�GUXJ�SULFH�PHFKDQLVP�DW�SXEOLF�VHFWRU�LQ�\RXU�FRXQWU\��

OXU�FRXQWU\�KDYH�QR�SULFH�FRQWURO�DQG�GUXJ�SULFH�PHFKDQLVP��%XW�M\DQPDU�3KDUPDFHXWLFDO�DQG�MHGLFDO�
ETXLSPHQW�EQWUHSUHQHXU�$VVRFLDWLRQ�LQ�DVVRFLDWLRQ�ZLWK�MLQLVWU\�RI�&RPPHUFH�DUH�ZRUNLQJ�GUXJ�SULFLQJ�
HVSHFLDOO\�IRU�LPSRUWHG�GUXJV��

�
ն Statistic 'ata 

í3OHDVH�DQVZHU�WKH�IROORZLQJ�TXHVWLRQV��LI�WKH�QXPEHU�LV�QRW�DSSOLFDEOH��SOHDVH�JLYH�DQ�DQVZHU�WR�WKH�EHVW�RI�
\RXU�NQRZOHGJH���
í3XW�WKH�\HDU�RI�WKH�SUHVHQWHG�GDWD�DV�ZHOO�LI�LW
V�DYDLODEOH�� � � � � � � � � � � � � � � � � � � � � � � � �
�� 1XPEHU�RI�SKDUPDFLVWV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ����� � � � � �����\HDU�� �
�� 1XPEHU�RI�*M3�LQVSHFWRU��1DWLRQDO�	�LRFDO�� � � � � � � � � � � � � � � � � � � � � � � � �  � � � ��� � ������\HDU�� � � �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� � � � � � � � � � � � � � � � ��� � �����\HDU�� �
�� 1XPEHU�RI�WUDGLWLRQDO�PHGLFLQH�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� � � � � � � � � �   � �\HDU�� �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�LPSRUWHUV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � ����  � �����\HDU�� �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�ZKROHVDOHUV� �               � � � � ����� ������\HDU�� �

�
ͤ+RVSLWDO�SKDUPDF\�RQO\�

շ  ,nIormation on your hospital pharmacy  
㸦㸯㸧 OUJDQL]DWLRQ�FKDUW�RI�WKH�SKDUPDFHXWLFDO�GHSDUWPHQW�RU�WKH�SKDUPDF\�WR�ZKLFK�\RX�EHORQJ�

D� 1XPEHU�RI�VHFWLRQ�FKLHIV��
E� 1XPEHU�RI�GHSXW\�FKLHIV�� � �
F� 1XPEHU�RI�PDQDJHUV��

�
�

㸦㸰㸧 1XPEHU�RI�VWDII�
D� 1XPEHU�RI�SKDUPDFLVWV�� �
E� 1XPEHU�RI�FOLQLFDO�SKDUPDFLVWV��
F� 1XPEHU�RI�WHFKQLFLDQV��

㸦㸱㸧 1XPEHU�RI�WKH�NLQGV�RI�GUXJV�PDQDJHG�LQ�\RXU�SKDUPDF\�RU�KRVSLWDO�
D� OUDO�PHGLFLQH�� � �
E� IQMHFWLRQV�� �
F� MHGLFLQHV�IRU�H[WHUQDO�XVH�� � �

㸦㸲㸧 1XPEHU�RI�SUHVFULSWLRQV�GHDOW�LQ�\RXU�SKDUPDF\�SHU�GD\�
D� )RU�LQSDWLHQWV��
E� )RU�RXWSDWLHQWV��

㸦㸳㸧 ETXLSPHQW�RI�WKH�SKDUPDF\�LQ�\RXU�KRVSLWDO�
D� 'RHV�\RXU�KRVSLWDO�KDYH�D�GLVSHQVDU\�URRP"� �

� II��<HV���KRZ�ODUJH�LV�LW"�
<HV�       ੍  � � 1R�   �
�
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E� 'RHV�WKH�SKDUPDF\�KDYH�D�FOHDQ�URRP�RU�ODPLQDU�IORZ�KRRG"� � �
<HV� � � �� � 1R�   �
II��<HV���SOHDVH�GHVFULEH�LW�LQ�GHWDLO�
'HWDLO�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �

�
F� 'RHV�WKH�SKDUPDF\�KDYH�FRPSXWHUV"�

<HV� � � �� � 1R�   �
II��<HV���ZKDW�LV�WKH�SXUSRVH�RI�XVLQJ�WKHP��
3XUSRVH�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �
�

G� 'R�\RX�LPSOHPHQW�TKHUDSHXWLF�'UXJ�MRQLWRULQJ��T'M���TKHUDSHXWLF�'UXJ�MRQLWRULQJ��LQ�\RXU� �
+RVSLWDO"�
<HV� � � �� � 1R�   �
�

H� 'R�\RX�SUHSDUH�T31��TRWDO�3DUHQWDO�1XWULWLRQ��
<HV� � � ��1R�
�

I� &DQ�\RX�XVH�IQWHUQHW�DW�WKH�SKDUPDF\"�
II��<HV���ZKDW�LV�WKH�SXUSRVH�RI�XVLQJ�LW��
<HV� � �� � 1R�  �
3XUSRVH��  � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �

�
ͤ$OO�SDUWLFLSDQWV��3OHDVH�GHVFULEH�WKH�IROORZLQJ�JHQHUDO�LQIRUPDWLRQ�DV�PXFK�DV�\RX�NQRZ� �

ո  (ducation and License oI 3harmacists in your country 
㸦㸯㸧 1XPEHU�RI�\HDUV�LQ�SULPDU\��VHFRQGDU\�DQG�KLJK�VFKRRO�HGXFDWLRQ�

3ULPDU\           � � � � � � �    �  \HDUV�
SHFRQGDU\� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � \HDUV� �
+LJK�VFKRRO� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � \HDUV�
�

㸦㸰㸧 1XPEHU�RI�\HDUV���ZHHNV�LQ�WKH�IROORZLQJ�FDWHJRULHV�GXULQJ�XQLYHUVLW\�RU�FROOHJH�
8QLYHUVLW\���FROOHJH�    � � � �    �    �  \HDUV�
3URIHVVLRQDO�HGXFDWLRQ�        � �   � �  \HDUV�
3UDFWLFDO�WUDLQLQJ�          � �    �  \HDUV�
'XUDWLRQ�RI�WUDLQLQJ�E\�HDFK�IDFLOLW\�  � � �    ��  \HDUV�
+RVSLWDO�SKDUPDF\�� � � � � � � � � � � � � � � � � � � � �   ��  ZHHNV�
&RPPXQLW\�SKDUPDF\�� � � � � � � � � � � � � � � � � �      ZHHNV�
3KDUPDFHXWLFDO�FRPSDQ\�� � � � � � � � � � � � � � � �      ZHHNV�
OWKHUV�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �      ZHHNV�
$JH�DW�JUDGXDWLRQ�� � � � � � � � � � � � � � � � � � � � � �   ��   \HDUV�ROG�

�
�
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㸦㸱㸧$UH�WKHUH�DQ\�QDWLRQDO�H[DPLQDWLRQV�IRU�SKDUPDFLVWV�LQ�\RXU�FRXQWU\"�
<HV�

$FDGHPLF�E[DPV� � � � � � � � � � � � � � � � � � � � � �� � � � GD\V�
&OLQLFDO�E[DPV� � � � � � � � � � � � � � � � � � � � � � � � � � � GD\V�

1R�
㸦㸲㸧:KLFK�RI�WKH�IROORZLQJV�PXVW�\RX�IXOILOO�WR�REWDLQ�D�SKDUPDFLVW
V�OLFHQVH"�


�II�SUDFWLFDO�WUDLQLQJ�LV�PDQGDWRU\��JLYH�WKH�VXEMHFWV�DQG�WUDLQLQJ�SHULRG��
� TKHUH�LV�QR�UXOH�DQG�UHJXODWLRQ�XSRQ�3KDUPDFLVW�LLFHQVH��3KDUPDFLVW�OLFHQVH�DUH�VWLOO�XQGHU�SODQQLQJ�
DQG�FRQVLGHUDWLRQ�WR�JLYH�SD:D��DV�D�3KDUPDFLVW�LLVHQVH��� �

�

�II�SUDFWLFDO�WUDLQLQJ�LV�RSWLRQDO��JLYH�WKH�UHDVRQV��
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չ Side eIIect report 

3OHDVH�GHVFULEH�WKH�IORZ�RI�UHSRUWLQJ�V\VWHP��IURP�D�PHGLFDO�LQVWLWXWLRQ�WR�DQ�DGPLQLVWUDWLYH�DJHQF\���ZKHQ�D�
VHYHUH�VLGH�HIIHFW�FDVH�LV�RFFXUUHG�LQ�D�PHGLFDO�LQVWLWXWLRQ��'HVFULEH�VSHFLILFDOO\�WKH�UXOH�DQG�UHVSRQVLELOLW\�RI�
HDFK�RUJDQL]DWLRQ��DQ�DGPLQLVWUDWLYH�DJHQF\���D�PHGLFDO�LQVWLWXWLRQ���DQG�WKHLU�FROODERUDWLRQ�FRRSHUDWLRQ�� � � � �
�
:KHQ�D�VHYHUH�VLGH�HIIHFW�FDVH�LV�RFFXUUHG�LQ�D�PHGLFDO�LQVWLWXWLRQ��WKH\�DUH�UHSRUWHG�WR�'HSDUWPHQW�RI�MHGLFDO�
SHUYLFHV�DQG�'HSDUWPHQW�RI�)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��TKHUH�LV�$GYHUVH�'UXJ�RHDFWLRQ�RHYLHZ�FRPPLWWHH�
LQ� 'HSDUWPHQW� RI�MHGLFDO� SHUYLFHV� LQ� DVVRFLDWLRQ� ZLWK� 'HSDUWPHQW� RI� )RRG� DQG� 'UXJ�$GPLQLVWUDWLRQ�� TKH�
'HSDUWPHQW�RI�)'$�ODXQFKHV�DGYHUVH�GUXJ�UHDFWLRQ�IRUP�LQ�VRIWZDUH�DSSOLFDWLRQ�IRU�ERWK�LOS�DQG�DQGURLG�YHUVLRQ��
TKH�$'R�UHYLHZ�FRPPLWWHH�PDNH�DQ�LQVSHFWLRQ�WHDP�IRU�LQVSHFWLQJ�VLJQV�DQG�V\PSWRPV�RI�VLGH�HIIHFWV��QDWXUH�
RI�XQGHUO\LQJ�GLVHDVHV��PHGLFDO�VWDII¶V�XVH�RI�PHGLFLQH��VWRUH�RI�PHGLFLQH�DQG�TXDOLW\�DQG�VDIHW\�RI�PHGLFLQH��
$FFRUGLQJ�WR�WKHLU�ILQGLQJV��FRQFOXGH�WKH�FDXVH�RI�VLGH�HIIHFW�DQG�WDNH�DFWLRQ�� � � �
�
�
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RROHV�DQG�3RVLWLRQ�RI�3KDUPDFLVWV�LQ�M\DQPDU

���&OLQLFDO�3KDUPDFLVWV��LQ�KRVSLWDOV�
-MDQDJH�WKH�VXSSO\�FKDLQ�RI�GUXJ�VWRUH

���3KDUPDFLVWV�LQ�RHVHDUFK
-&DUU\LQJ�RXW�LQ�DQDO\WLFDO�UHVHDUFK�RI�GUXJV�DQG�FOLQLFDO�WULDO

���4&�PDQDJHUV�DQG�3URGXFWLRQ�PDQDJHUV�LQ�SKDUPDFHXWLFDO��
IDFWRULHV

���$FDGHPLF�SKDUPDFLVWV��LQ�XQLYHUVLWLHV�RI�SKDUPDF\�
���SDOH�PDQDJHUV��LQ�SKDUPDFHXWLFDO�FRPSDQLHV�
���IQ-FKDUJH�LQ�SULYDWH�SKDUPDFLHV

-MDQDJH�*33�DQG�*S3�RI�SKDUPDFLHV
���RHJXODWRUV�LQ�IRRG�DQG�GUXJ�DGPLQLVWUDWLRQ

͛

OUJDQL]DWLRQ�SHWXS�RI�)RRG�DQG�'UXJ�
$GPLQLVWUDWLRQ�'HSDUWPHQW

͚
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���*RRG�3UDFWLFH
SROXWLRQV�IRU�SDVW�SUREOHPV

���SWUHQJWKHQ�*33�WUDLQLQJ

���EQIRUFH�ODZ�DQG�UHJXODWLRQ

���3XEOLF�DZDUHQHVV�SURJUDPV

���IQFUHDVHG�VDPSOLQJ�DQG�TXDOLW\�LDE�WHVWLQJ

���RHJXODU�LQVSHFWLRQ�RQ�SKDUPDFLHV�

͝

*RRG�3UDFWLFH
���MRVW�RI�SKDUPDFLHV�FDPH�WR�QRWLFH�*33�DQG�DELGH�WKH��
QDWLRQDO�GUXJ�ODZ

� 1R�VHOOLQJ�RI�XQUHJLVWHUHG�GUXJV��H[SLUHG�GUXJV�DQG�PXOWL-
FRPELQHG�GUXJV�SDFNV

� &DQ�GLIIHUHQWLDWH�DQG�VHOO�3OM�DQG�OT&�
� OEWDLQ�LQIRUPDWLRQ�DERXW�IDOVLILHG�GUXJV
� 3URSHU�VWRUDJH�FRQGLWLRQ�RI�GUXJV����
���MRUH�VNLOOIXO�LQVSHFWRUV
���4XDOLW\�LDE�VHUYLFHV�LQ�ORFDO
���IQFUHDVHG�SXEOLF�DZDUHQHVV

͜
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SXFFHVVIXO�FRXQWHUPHDVXUHV�DJDLQVW�
SUREOHPV

�� RHJXODU�IQVSHFWLRQ�RQ�SKDUPDFLHV��*33�	�
*S3�

�� 4XDOLW\�MLQL-ODERUDWRU\�VHUYLFHV
�� 1RWLI\�WKH�SXEOLF�DQG�SKDUPDFLHV
�� TUDLQLQJ�WKH�LQVSHFWRUV��ZKROHVDOHUV�DQG�

UHWDLOHUV�
�� 3XEOLF�DZDUHQHVV�SURJUDPV

͟

OQ-JRLQJ�SURMHFWV�WR�GHDO�ZLWK�FXUUHQW�
SUREOHPV

���TUDLQLQJ�RQ�PHPEHUV�RI�WRZQVKLS�IRRG�DQG�
GUXJ�VXSHUYLVRU\�FRPPLWWHHV�DERXW�*33
���RLVN-EDVHG�3MS�DFWLYLWLHV
���'HWHFWLQJ�DQG�WDNLQJ�DFWLRQ�GUXJV�VHOOLQJ�
VKRSV�ZLWKRXW�OLFHQVH
���MRUH�SDUWLFLSDWLRQ�RI�WRZQVKLS�IRRG�DQG�GUXJ�
VXSHUYLVRU\�FRPPLWWHH
���SLPLODU�SHQDOWLHV�IRU�VDPH�RIIHQFHV�DOO�RYHU�
WKH�FRXQWU\

͞
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͡

&KDOOHQJHV 

� 8VH�RI�XQ-UHJLVWHUHG�PHGLFDO�SURGXFWV
� OUJDQL]DWLRQ�DQG�IXQFWLRQ�RI�WKH�'UXJ�
IQVSHFWRUDWH�QHHG�WR�EH�VWUHQJWKHQHG�WKURXJK�
DSSURSULDWH�OHJLVODWLRQ

� SKRUWDJH�RI�KXPDQ�UHVRXUFHV�DW�')'$
� $ZDUHQHVV�FDPSDLJQ�IRU�KHDOWK�SUDFWLWLRQHUV�
DQG�WKH�JHQHUDO�SXEOLF�UHJDUGLQJ�WKH�
LPSRUWDQFH�RI�XVH�RI�UHJLVWHUHG�PHGLFDO�
SURGXFWV

͠
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Part I:  INFORMATION SHEET 
 

Regulatory Systems on Ensuring Access to Quality Medicines （JFY 2019） 
       Name:  Phrueg Apilardmongkol    
       Country: Thailand     
       Organization/Department/Division:   
       Planning and Regulatory Affairs Division,  
       Quality Assurance Department    
       The Government Pharmaceutical Organization  
 
 Organizational Chart 
 

 
Chart: Thailand’s National Drug system 

 
Pharmaceutical Administration 
Food and Drug Administration (FDA) responsibilities including of; 
• Pre-marketing Control: This includes control of manufacturing facilities, product quality and advertising 
before product-launch to the market. 
• Post-marketing Control: To maintain compliance with approved products and with legislation and regulations. 
• Surveillance Program for Consumers' Safety Operational centers, e.g. Adverse Product Reaction Monitoring 
Center (APRMC), exchanged with other agencies at local and international level to detect any adverse effects or 
unexpected outcomes from consumer use of products. 
• Consumer Education: To provide health products’ information. 
• Technical Support and Cooperation with other Agencies: Conduct seminars and workshops, with participants 
from both public and private sectors. 
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Chart: The Government Pharmaceutical Organization 

 
Pharmaceutical Research, Manufacturing and Marketing 
The Government Pharmaceutical Organization (GPO) 
• To manufacture, sell, and supply drug products and medical supplies. 
• To maintain necessary price level of drugs and medical supplies for the Thai society to ensure people's 
accessibility. 
• To research and develop new pharmaceutical products and medical supplies to respond to the need of the Thai 
society. 
 
d Legislation on pharmaceutical administration 
 
 National Level ی
・Drug Act, 1967 (B.E.2510) revised 2019   administered by Bureau of Drug Control   
・The Narcotics Act 1979 (B.E.2522) revised 2019 administered by Narcotics Control Division  
・Psychotropic Substances Act 2017 (B.E.2559)  administered by Narcotics Control Division  
 Local Level ی
・Ministerial Regulation by Ministry of Public Health administered by FDA & Public Health Office  
・Ministry Announcement     administered by FDA & Public Health Office  
 PIC/S ی
・Yes since August 1st, 2016   
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e Regulatory Services 
 Pharmaceutical Manufacturing ی
・Good manufacturing practice  administered by FDA, TIPA, TPMA     
・Good laboratory practice  administered by FDA, TIPA, TPMA     
・Good clinical practice  administered by FDA, TIPA, TPMA     
・Drug registration   administered by FDA, RAPAT      
 
 Drug Import/Export ی
・Drug registration   administered by FDA       
・Knowledge sharing from FDA administered by PREMA, RAPAT     
 
 Marketing Authorization ی
・National Median Drug Price administered by National Drug System Development Committee   
・Drug advertisement control administered by FDA, MPAT, PREMA      
 
 Drug Distribution (including drug selection, procurement, sale) ی
・Drug procurement   administered by National Drug System Development Committee , FDA  
・Good distribution practice administered by FDA        
・Good storage practice  administered by FDA        
  
 Medicine Safety (post-marketing) ی
・National List of Essential Medicines  administered by National Drug System Development Committee  
・Hospital Accreditation  administered by FDA, HP       
・Safety Monitoring Program  administered by FDA, Drug manufacturer     
・Post-Market surveillance administered by FDA, HPVC       
 
 Relief System for Adverse Drug Reactions ی
・Safety Monitoring Program administered by Drug manufacturer, Hospital     
・Spontaneous ADR report administered by Drug manufacturer, CPA     
・Post-Market surveillance administered by FDA, HPVC       
 
Abbreviation and Acronyms 
MoPH  Ministry of Public Health 
NDI  National Drug System Development Institute 
FDA  Food and Drug Administration 
GPO  The Government Pharmaceutical Organization 
RA  Regulatory Affairs / Regulatory Authorities  
PAT  Pharmaceutical Association of Thailand under Royal Patronage 
RAPAT Regulatory Affairs Pharmacist Association 
PReMA Pharmaceutical Research and Manufacturing Association 
TPMA  Thai Pharmaceutical Manufacturing Association 
MPAT  Marketing Pharmacist Association 
HP  Hospital Pharmacist Association 
CPA  Community Pharmacist Association 
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f Drug Pricing Please describe about price control and drug price mechanism at public sector in your country. 
 
National Drug System Development Committee is the coordination group between Ministry of Public Health, 
Ministry of Commerce, and Ministry of Finance; aim to support patients to access the medicines, rational drug 
use and reduce the rate of drug resistance. The Committee announced The National list of Essential Medicines 
(NLEM) since 2013 and has been annually revised. NLEM can be divided into 6 groups including of 
 A: First line drug complied with medical guideline 
 B: Second line drug, after the first line drug was ineffective or ADR occurred 
 C: Drugs with multiple indications, must have been prescribed by medical specialist 
 D: Drugs with multiple indications, higher price than A and B lists. The drug may have chance of 
improper drug use. This drug group must have been prescribed by medical specialist 
 E1: The drug is in clinical researching, all patients must be monitored 
 E2: Patients need a special management to access the drug.   
In 2018, the committee announced the National Drug Median Price to maximize cost-effectiveness for the 
hospital. The drug median price and NLEM works together to reduce the drug price for better access. 
National Drug Median Price affected only at the government hospital. For private sectors, the median price or 
ceiling is not set. But the drugs’ price must have been announced to the patients, including of purchased price 
and selling price. 
The drug median price list will be revised annually in the same way as NLEM. Latest announcement of target 
drug groups including of H2RA / PPI, NSAIDS, Antilipidemia, ACEI, ARB, Antiplatelet, Glucosamine, Drug 
affecting bone metabolism, and Anticancer. 
 
g Statistic Data 
1. Number of pharmacists        40,152 (2019) 
2. Number of GMP inspector (National & Local)    National 38 (2019) 
3. Number of pharmaceutical manufacturers / manufacturing sites   160 (2018) 
4. Number of traditional medicine manufacturers / manufacturing sites   879 (2017) 
         GMP accredited 36 (2018) 
5. Number of pharmaceutical importers       811 (2018) 
6. Number of pharmaceutical wholesalers      194 (2018) 
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h Information on your industrial pharmacy 
 

 
 

(1) Organization chart of the pharmaceutical department or the pharmacy to which you belong. 
 a. Number of department director: 14 
 b. Number of division manager: 14 
 c. Number of section header: 60 
 
(2) Number of staff 
 a. Number of pharmacists: 374 
 b. Number of R&D pharmacists: 85 
 c. Number of PD pharmacists: 118 
 d. Number of QA & QC pharmacists: 95 
 e. Number of Marketing Pharmacists: 18 
 
(3) Number of the kinds of drug products 
 a. Oral medicine: 139 
 b. Injections: 10 
 c. Medicines for external use: 14 
 
  

Quality Assurance 
Department 

Regulatory Affairs 
Division 

Pharmacovigilance 
Division 

Validation Division 

Quality System 
Development 

Division 
Raw Materials 

Standards Division 

Finished Products 
Standards Division 

Biological Products 
Standards Division 

Microbiological 
Analysis Division 
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i Education and License of Pharmacists in your country 
(1) Number of years in primary, secondary and high school education 
   Primary  6 years 
   Secondary 3 years 
   High school 3 years 
(2) Number of years / weeks in the following categories during university or college 
   University / college:   6 years 
   Professional education   4 years 
   Practical training:   1 year 
   Duration of training by each facility: 6 - 12 weeks 
   Hospital pharmacy:   At least 6 weeks 
   Community pharmacy:   At least 6 weeks 
   Pharmaceutical company:  24 - 42 weeks 
   Others:     6 - 18 weeks 
   Age at graduation:   23 - 25 years old 
(3) Are there any national examinations for pharmacists in your country? 
  Yes  Academic Exams  (MCQ)  2 days 
    Clinical Exams  (Practical) 1 day 
(4) Which of the followings must you fulfill to obtain a pharmacist's license? 
• Every pharmacy students:  At least 6 weeks on hospital clerkship    
    At least 6 weeks in drugstore clerkship    
• Clinical pharmacy students:  At least 6 weeks inpatient care clerkship     
    At least 6 weeks outpatient care clerkship   
• Industrial pharmacy students: At least 6 weeks quality assurance clerkship   
    At least 6 weeks manufacturing clerkship   
(5) Number of pharmaceutical university or college graduates: (approx.) 2,000  people / per year 
   The alumni's placement rate (%)   
   a. Hospital    35 % 
   b. Community Pharmacy   15 % 
   c. Government Organization  20 % 
   d. Enterprise    25 % 
   e. Others     5 % 
 
j Side effect report 
 
Health Product Vigilance Center (HPVC), under supervision of Ministry of Public Health responsible for 
collecting ADR report from other local and international sections. Health products surveillance program are 
including drugs, medical devices, herbal medicine, vaccines and biologics drugs. 
ADR data has been collected from hospitals, clinics, drugstores, manufacturers, and international organization. 
After collecting of report, HPVC collaborates with FDA to monitor safety of health products, including recall 
and alert system. Classification of ADRs can be divided into Non-serious ADR, and Serious ADR including; 
Death, Life threatening, Comorbidity, Teratogenicity. 
Surveillance system including of; 
 1. Spontaneous reporting of ADRs (passive surveillance) received from hospitals, manufacturers, 
 drugstores or international organization. 
 2. Stimulated passive surveillance 
  - Safety Drug Monitoring Program conducted by drug manufacturer 
 3. Active surveillance 
  - Intensive Drug Monitoring (Drug Event Monitoring) in high alert drugs. Patients should be 
 monitored in hospital during the medicine course. 
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Introduction of the work

Roles and Positions of Pharmacist in Thailand

Education pharmacist

Drugstore pharmacist

• Drug distribution and dispensing
• Follow up and patients visit

Hospital pharmacist

• Drug warehouse
• Extemporaneous preparation
• Therapeutic drug monitoring
• Drug dispensing

Research pharmacist

• Drug formulation development
• Clinical research
• Drug import / registration

Industrial pharmacist

• Drug manufacturing control
• Quality assurance and quality control

Marketing pharmacist

• Medical representative

THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

Ministry of Public Health

THAILAND

Phrueg Apilardmongkol
Pharmacist, Regulatory Affairs
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Introduction of the work

Organization and Department 

• Regulatory Affairs Division
Job Tenure

• Drug registration, technical 
dossier preparation

Engaging Regulatory Service

• Pre-Marketing Registration
• Post-Marketing Monitoring
• Export / Import Products

My Roles and Positions

͚

Introduction of the work

Organization and Department

The Government Pharmaceutical Organization

Research & 
Development Institute Drug Manufacturing Department

Biological & Sterile  
Product Department

Beta-Lactam 
Division

Non-Sterile Product 
Division

Quality Assurance 
Department Marketing Department

Regulatory Affairs

Validation Division

Quality Control

Quality Assurance

- Tablets Section
- Capsules Section
- Semisolid Section
- Solution Section 

- Bacterial Vaccine Division
- Viral Vaccine Division
- Laboratory Animals Division
- Carbapenem Division

Warehouse

Drugstore

Foreign Affairs 
Division

- Penicillin Section
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Difficulties/Lessons learned from past experiences

• Utilization of drug database

• Harmonization of drug registration data between Thailand and overseas

• Data storage and management of registered data

• Handling post-marketing control

͜

Regulatory Affairs

Technical drug 
dossier (CTD / ACTD) 

preparation and 
submission

Variation of drug 
dossier

Preparation of import 
and export products

Developing dossier 
for electronics drug 
submission system

Experiences About Good Practice

Good practice
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Interests

1. Related regulation in drug research and development

2. Post - marketing control system for drug manufacturer

3. Prescription system in Japan
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,nception Report  

1DPH� � � � �����������LXELHQVFD�EQFDUQDomR�'LDV�

&RXQWU\� � � �����������TLPRU-LHVWH�

OUJDQL]DWLRQ�'HSDUWPHQW�'LYLVLRQ�����SHUYLoRV�$XWRQRPRV�GH�MHGLFDPHQWRV�H�HTXLSDPHQWRV�

GD� SDXGH� �S$MES��:HUHKRXVH� 'HSDUWPHQW�SHQLRU�

OIILFHU�RI�3KDUPDFLVW�

3$R7 ,� ,1)2R0$7,21 S+((7 

:hy" 7o clariIy and share the Easic inIormation on each country and yourselI among 
all  participants 

TKH�EHVW� ³Regulatory Systems On Ensuring Access To Quality Medicines” IRU� FRXQWULHV�
OLNH� TLPRU-LHVWH� LV� SUHTXDOLILFDWLRQ�� )RU� WKH� RWKHU� FRXQWU\� WKH\� FDQ� FRQVLGHU� D� GUXJ�

UHJLVWUDWLRQ�V\VWHPV��$V�ZH�NQRZ�WKDW�TLPRU-LHVWH�GRHV�QRW�KDYH�DQ\�PDQXIDFWXUH��DQG�WKH�

DOO�PHGLFDO�SURGXFWV�DUH�LPSRUW�IURP�WKH�RXWVLGH�FRXQWU\��

�

�

�

�

�
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TLPRU-LHVWH�RU�HDVW�TLPRU��D� VRXWKHVW�$VLDQ�QDWLRQ�RFFXS\LQJ�KDOI� WKH� LVODQG�RI�TLPRU�� LV�

ULQJHG�E\�FRUDO�UHHIV�WHHPLQJ�ZLWK�PDULQH�OLIH���

LDQGPDUNV�LQ�WKH�FDSLWDO��'LOL��VSHDN�WR�FRXQWU\¶V�VWXJJOHV�IRU�LQGHSHQGHQFH�IURP�3RUWXJDO�

LQ������DQG�WKHQ�IQGRQHVLD�LQ�������TKH�LFRQLF���P-WDOO�&ULVWR�RHL�GH�'LOL�VWDWXH�VLWV�RQ�D�

KLOOWRS�KLJK�RYHU�WKH�FLW\��ZLWK�VZHHSLQJ�YLHZV�RI�WKH�VXUURXQGLQJ�ED\��

&DSLWDO���'LOL�

3RSXODWLRQ��������PLOOLRP��������

3RLQWV�RI� IQWHUHVW� ��$WDXUR� IVODQG�� -DFR� IVODQG��TDWDPDLODX��&ULVWR�RHL�RI�'LOL��1LQR�.RQLV�

SDQWDQD�1DWLRQDO�3DUN�DQG�PRUH�

OIILFLDO�ODQJXDJH��3RUWXJXHVH�DQG�THWXQ�

dhĞ ǀisioŶ of DiŶistrǇ of ,Ğaůth of dimorͲ>ĞstĞ 
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TŚe  'overnment  is  committed  to  a  vision  of  ensuring  safe͕  effective͕  reliaďle  Ƌuality͕ 

essential medicines to ďe avalaiďle at affordaďle cost at all times to tŚe entire population of 

TimorͲLeste͘ TŚe national drug Policy tŚere for recogniǌes tŚat priorities must ďe made in 

terms  of  selecting  drug  of  supply͕  to meet  tŚe most  important  needs  of  tŚe  ŚealtŚcare 

system͕ solving tŚe most important ŚeatŚ proďlems of tŚe population͘ 

DissioŶ 

�onsistent tŚe vision statements͕  tŚe mission of ministry of ŚealtŚ  is strive to ensure tŚe 

avalaiďility and affordaďility of ŚealtŚ services  to all tŚe people of TimorͲleste͕ to regulate 

tŚe  ŚealtŚ  sector  and  to  promote  community  and  staŬeŚolders͛  participation  ;including 

otŚer sectorͿ͘ 

�� 2rgani]ational &hart �$ttach� 
�� Legislation on 3harmaceuticals $dministration 

a͘ The Medicine Law; (Parmaceutical Law, Drug Law). 

Amn updated Drug Laǁ of tŚe Zepuďlic of TimorͲLeste sŚall form tŚe legal ďasis 

and frameǁorŬ for regulatory control͕ matcŚing oďũectives of tŚe National Drug 

Policy͘ /t sŚall incorporate elements of eǆisting rules and regulations ǁŚicŚ are in 

line  ǁitŚ  tŚis  policy  &olloǁing  enactment  of  tŚe  Laǁďy  tŚe  relevant  ďodies͕ 

detailed regulations governing tŚe standards and procedures for carrying out tŚe 

provisions of tŚe laǁ sŚall ďe formulated͘  

Scope of  tŚe  >aǁ͕ decrees and duidelines͕ forming a  regulatory  frameǁorŬ  for 

tŚe pŚarmaceutical sector͘ 

TŚe Legal and regulatory frameǁorŬ sŚall include tŚe folloǁing͗ 

Specifics͖  Eational  �rug  Zegulatory  AutŚority  ;synonyme͗  Eational  �rug 

AdministrationͿ 

ϭ͘ TŚe  laǁ  sŚall  pave  tŚe  ǁay  for  tŚe  estaďlisŚment  of  a  National  Drug 

Administration  syn͘  National  Drug  Zegulatory  AutŚority͕  in  tŚe 

organiǌation of tŚe Dinistry of HealtŚ 
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Ϯ͘ /ts duties and poǁers regarding tŚe enforcement of tŚe Drug Laǁ͕ ǁitŚ 

tecŚnical regulations for autŚority and autŚority͕ clearly defined in tŚe 

Drug Laǁ͘ 

ϯ͘ TŚe  National  Drug  Administration  sŚall  ďe  tŚefocal  point  for 

implementation of tŚe National Drug Policy͘ 

ϰ͘ TŚe National Drug Administration sŚall ďe advised ďy a advisory ďody͘ 

;Śereinafter called Advisory �oardͿ 

 

Access To Medicines And Pharmaceutical Supply�

b. $� FHQWUDOL]HG� SURFXUHPHQW� DQG� VXSSO\� V\VWHP� KDV� EHHQ� HVWDEOLVKHG�� WKH�

S$MES�ZLWK�WKH�DLP�WR�HQVXUH�DYDLODELOLW\�DQG�VXSSO\�RI�PHGLFLQHV�WR�DOO�

OHYHOV�RI�KHDOWK�FDUH�LQ�D�SUHGLFWDEOH�PDQQHU��TKH�3XEOLF�+HDOWK�REMHFWLYHV�

RI� WKH� S$MES� V\VWHP� VKDOO� EH� GHILQHG� LQ� WKH� QHZ�'UXJ� LDZ� RI� TLPRU�

LHVWH��

c. TŚere  is no  local  level  legislation  for pŚarmaceuticals͕ ďut TimorͲLeste  is 

currently  implementing  a  decentraliǌation  plan  ǁŚicŚ  ǁill  implement 

responsiďilities  for  tŚe  municipalities͘  At  tŚe  National  level͕  DN&D  and 

^AD�^  Śave  different  responsiďilities  for  tŚe  pŚarmaceuticals  supply 

cŚain͘�

ϯ͘ ZĞŐƵůatorǇ ^ĞrǀicĞs 

PŚarmaceutical  DanufacturingͲ  NA  drug  importͲDepartment  of  PŚarmacy 

oversee  registrations  for  local  imports͘  ^AD�^  can  procure  and  import 

medicines  for  use  in  tŚe  puďlic  system  ǁitŚout  registration͘  DarŬeting 

autŚoriǌationͲNA  Drug  DistriďutionͲ  ^AD�^  Śave  a  five  years 

plan ͕procurement manualͲ ^AD�^ also Śave a separate procurement laǁ to 

facilitate procurement of medicines͘ Adverse drug reactionsͲ reporting at tŚe 

department of pŚarmacy�

�͘ >icĞŶsiŶŐ of ImportĞrs͕ thoůĞsaůĞrs aŶĚ WharmaciĞs 
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TŚe Dinistry of  Trade and Development  is  responsiďle  for  issuing a  general  trade 

license  for  any  corporation͕  ďefore  it  can  apply  to  tŚe  Drug  Administration  for 

license to operate as medicine importer͕ ǁŚolesaler or retail pŚarmacy͘ 

Legislation  sŚall  reƋuire  tŚat  importers͕ ǁŚolesalers͕  pŚarmacies  and  otŚer  retail 

outlets͗ 

 

�e  licensed  ďy  tŚe  National  Drug  Administration͕  and  &ulfill  standard 

reƋuirements of tŚe Dinistry of HealtŚ in providing and maintaining suitaďle 

premises and Ƌuality procedures including appropriate storage conditions for 

medicines to preserve tŚeir Ƌuality and efficacy ;'ood Distriďution PracticesͿ 

and tŚat Ƌualified personnel are availaďle to endure good pŚarmacy practices 

PŚarmaceutical personnel͕ and ŚealtŚcare personnel ǁitŚ rigŚt to prescriďe͕ 

sŚall  ďe  licensed ďy  tŚe National Drug Administration͕ and Ŭept  in  updated 

recording  dataďase  in  tŚe  Drug  Administration͕  and  in  updated  printed 

records over licensed prescriďers͕ provided to all pŚarmacies ǁitŚ Ϯ updates 

per year͘ 

�͘ DĞĚiciŶĞ ͬ  �rƵŐ ZĞŐistratioŶ aŶĚ DarŬĞtiŶŐ �ƵthoriǌatioŶ 

Approval  is  reƋuired  tŚrougŚ Zegistration  of  a medicine  for  approved  purpose;sͿ 

;indicationsͿ ďefore a medicine can ďe imported͕ sold or used in Timor Leste͘ Knly 

medicines ǁitŚ adeƋuate documentation aďout its efficacy and its safety͕ in its use 

for tŚe suggested indication;sͿ can ďe approved ďt registration͘ /n addition͕ import 

license and marŬeting autŚoriǌation from tŚe Drug Administration is reƋuired ďefore 

any product is alloǁed on tŚe marŬet͘ Zegulations for issuing or denying marŬeting 

autŚoriǌations sŚall ďe clearly defined and sŚall ďe ďased on evaluation of  safety͕ 

efficacy͕ Ƌuality and need͘ approved ďt registration͘ /n addition͕ importlicense and 

marŬeting  autŚoriǌation  from  tŚe  Drug  Administration  is  reƋuired  ďefore  any 

product  is  alloǁed  on  tŚe  marŬet͘  Zegulations  for  issuing  or  denying  marŬeting 

autŚoriǌations sŚall ďe clearly defined and sŚall ďe ďased on evaluation of  safety͕ 
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efficacy͕ Ƌuality and need͘ approved ďt registration͘ /n addition͕ importlicense and 

marŬeting  autŚoriǌation  from  tŚe  DrugAdministration  is  reƋuired  ďefore  any 

product  is  alloǁed  on  tŚe  marŬet͘  Zegulations  for  issuing  or  denying  marŬeting 

autŚoriǌations sŚall ďe clearly defined and sŚall ďe ďased on evaluation of  safety͕ 

efficacy͕ Ƌuality and need͘ 

DarŬeting AutŚoriǌation sŚall ďe valid for a specified period of  time and a  revieǁ 

sŚall ďe reƋuired for reneǁal of registration͘ A registration fee sŚall ďe cŚarged for 

pŚarmaceutical and otŚer products as determined ďy Dinistry of HealtŚ͘ A dataďase 

for  registration  and  monitoring  imports  of  pŚarmaceutical  products  sŚall  ďe 

developed͘ 
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Wost DarŬĞtiŶŐ ̂ ƵrǀĞiůůaŶcĞ͘ 

All marŬeted medicines  sŚall  ďe  under  vigilance  to  ensure  constant  conformity 

ǁitŚ tŚe conditions and terms of tŚe marŬeting autŚoriǌation and safety 

ϰ͘ �rƵŐ WriciŶŐ 

Dedicines are provided free of cŚarge in all puďlic ŚealtŚ facilities͘ ^AD�^ Procure 

medicines at internationally competitive prices͘ 

�� E� 

�� E� 

�� �ĚƵcatioŶ aŶĚ >icĞŶsĞ of pharmacist iŶ dimorͲ>ĞstĞ 

ϭ͘ Numďer of years in primary͕ secondary and ŚigŚ scŚool education�

Primary ϲ years 

^econdary ϯ years 

Ϯ͘ �ategory during university 

hniversity      ͗   ϰ years 

Professional education     ͗   Ϯ years 

Practical  training Ϯ or ϰmontŚs  ; one montŚ  in ǁereŚouse͕ Śospitals͕ private 

clinics and tŚe communityͿ 

ϯ͘ /n TimorͲ Leste  at tŚe moment tŚere is no any eǆamination for pŚarmacist  
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^AD�^ tereŚouse
;National PŚarmacy of TimorͲLesteͿ

/nception report presentation

1DPH ��LXELHQVFD EQFDUQDĕmR 'LDV
&RXQWU\ ��TLPRU-LHVWH
OUJDQL]DWLRQ�'HSDUWPHQW�'LYLVLRQ�������SHUYLĕRV $XWRQRPRV GH�
MHGLFDPHQWRV H�HTXLSDPHQWRV GD SDXGH �S$MES��:HUHKRXVH
'HSDUWPHQW�SHQLRU�OIILFHU�RI�3KDUPDFLVW
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IŶtroĚƵctioŶ of thĞ ǁorŬ

�� OUJDQL]DWLRQ�'HSDUWPHQW�'LYLVLRQ �
SHUYLĕRV $XWRQRPRV GH MHGLFDPHQWRV H
HTXLSDPHQWRV GD SDXGH �S$MES��:HUHKRXVH
'HSDUWPHQW�SHQLRU OIILFHU RI 3KDUPDFLVW

�� -RE THQXUH�
VHQLRU RIILFHU RI SKDUPDFLVW

/ntroduction aďout ^AD�^ tereŚouse
of TimorͲLeste

� SHUYLĕRV $XWRQRPRV GH MHGLFDPHQWRV H
HTXLSDPHQWRV GD SDXGH �^AD�^Ϳ is a national
ǁereŚouse in TimorͲLeste only͘

� ^AD�^ Śave a tŚree ;ϯͿ function important are͗
Procurement͕ storage; ďefore storage ^AD�^
Śave one team tŚat call it ZΘ/͕ tŚey do tŚe
reception and inspection for all medical product
tŚat from tŚe supplier and tŚen give it to
ǁereŚouse and tŚen do distriďution to tŚe all
ŚealtŚ facility around TimorͲLeste including
National Hospital ;HN'sͿ͕ ϱ referrals Śospital
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�ontinuation͙͙͙͙͙͙͙͙͙͙͙͘͘

� �old cŚain maintenance is important ďecause
tŚe temperature is also very influential on tŚe
Ƌuality of tŚe drug͕ not only tŚat ǁŚicŚ affects
tŚe Ƌuality of medicine͕ ďut storage of
structuring funds also greatly affect Ƌuality͘

�ontinuation͙͙͙͙͙͙͙͙͙͙͙͘͘

� As a ^enior Kfficer in ^AD�^ / am responsiďle for tŚe 
ǁareŚouse͕ distriďution and reporting activities for tŚe 
tuďerculosis ;T�Ϳ program and malaria program͘

� / am responsiďle for tŚe distriďution of T� Dedicines to 
ϭϯ districts including HN's ;Hospital National 'uido 
saladaresͿ and five ;ϱͿ referral Śospitals every montŚ͘ / 
am also responsiďle for cŚecŬing tŚe temperature of 
tŚe room so tŚat tŚe temperature is alǁays 
maintained͘
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'KKD Practices

� Kngoing proũects to deal ǁitŚ current
proďlems͕ maintain͗

� Data entry into Dsupply
� ^tocŬ taŬes
� Tǁo regional ǁareŚouse for medicines͕
consumaďles and reagents

'KKD Practices

AcŚievements Θ solution to tŚe past proďlems
'ood storage practice͕ good PŚarmacy practices
� Avarege montŚly consumption ;AD�ͿͲϮϬϭϳ
� /nventory system ;^tocŬ cards to DsuppyͿ
� ^pace for medicines
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Dy interest 

� PŚarmaceutical regulatory system in ũapan͕
good manufacturing practices ;'DPͿ͕ drug
licensing and approvalin :apan and functions
and roles of pŚarmacy in :apan͘

'KKD Practices

� ^uccessful counter measures against proďlems
� Daintaning data entry into Dsupply
� hsing ϱ^ Ŭaiǌen to find tŚe more space for
medicines͕consumaďles and reagents

� Zegional tareŚouse are to use very soon
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3art ,�  ,1)2R0$7,21 S+((7 
Regulatory Systems on Ensuring Access to Quality Medicines 㸦JFY 2019㸧 

�
1DPH�� � � Paul Okware Ikwaras      � � � � � � � � � � � � � � � � � � � � � � � �
&RXQWU\��Uganda� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �
OUJDQL]DWLRQ�'HSDUWPHQW�'LYLVLRQ��National Medical Stores 

�
ձ 2rgani]ational &hart 
í3OHDVH�DWWDFK�WKH�RUJDQL]DWLRQDO�FKDUW�RI�SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�DW�QDWLRQDO�VWDWH�	�ORFDO�OHYHOV�DERXW�
SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ�LQ�\RXU�FRXQWU\��

� � í3OHDVH�EULHIO\�GHVFULEH�HDFK�UROH�DQG�UHVSRQVLELOLW\�RQ�SKDUPDFHXWLFDO�DGPLQLVWUDWLRQ��
�
0edicine regulation in the puElic sector in 8ganda 
� �

�
�

The Role of the Pharmacist in Medical Care 
- Quantification of Hospital medicine needs 
- Ensuring the proper use and rational use of medicines in the hospital  
- Ensuing that the medicines being used are of the required quality and specification and are safe to the 

patients receiving them. 
- Research and development in the efficacy of new treatment regimes  
- As the regulator NDA employee pharmacists in drug inspection and pharmacovigilance 
- Hospital pharmacists are a vital part of the healthcare term. Working in either the pubic health care or 

private hospitals. Pharmacist are a part of the team health care team in any hospital. 
- Ensuring proposer disposal of unused, expired and other non-viable stock 
�

�
�
�
② Legislation on pharmaceutical administration 

MLQLVWU\�RI�
+HDOWK

1DWLRQDO�'UXJ�
$XWKRULW\�

1DWLRQDO�MHGLFDO�
SWRUHV� +RVSLWDOV�

LRFDO�*RYHUQPHQW� �
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í3OHDVH�EULHIO\�EXOOHWLQHG�PDMRU�ODZV�DFWV�
◆1DWLRQDO�LHYHO�

   ・ National Drug Policy and Authority Act 1993  administered by  National Drug Authority   
  ・ Public Health Act                      administered by  Ministry of Health            
◆LRFDO�LHYHO�
・ The Local Governments Act        administered by    Ministry of Local Government   
・                           administered by                   
◆3I&�S�>3KDUPDFHXWLFDO�IQVSHFWLRQ�&RQYHQWLRQ�DQG�3KDUPDFHXWLFDO�IQVSHFWLRQ�&R-RSHUDWLRQ�SFKHPH@�
� � � � � � � � � � � � � � � � � � � � � � � OR� � � � � 1R� � � �   � �

II�\HV��MRLQHG�ZKHQ                      �
�

③ Regulatory Services 
í3OHDVH�GHVFULEH�SKDUPDFHXWLFDO�UHJXODWRU\�VHUYLFHV�RI�\RXU�FRXQWU\�LQ�UHVSRQVH�WR�HDFK�WRSLF�GHVFULEHG�EHORZ��
íIW�LV�UHFRPPHQGHG�WR�DGG�VXSSOHPHQWDO�LQIRUPDWLRQ�VXFK�DV�V\VWHPV��UHJXODWLRQV��UHVSRQVLEOH�DGPLQLVWUDWRUV��
VLQFH�\RX�DUH�H[SHFWHG�WR�H[SODLQ�WKHP�WR�RWKHU�SDUWLFLSDQWV��
◆3KDUPDFHXWLFDO�MDQXIDFWXULQJ�
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   � � � � � � DGPLQLVWHUHG�E\� � � � � NDA� � � � � � � � � � � � � � � �
・                  � � � � � � � � � � � DGPLQLVWHUHG�E\� � � � � � � � � � � � � � � � � � � � � � � �
� �
◆'UXJ�IPSRUW�E[SRUW�
・S\VWHPV��RHJXODWLRQV��HWF��
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   � � � � � � DGPLQLVWHUHG�E\� � � � � NDA� � � � � � � � � � � � � � � �
・                  � � � � � � � � � � � DGPLQLVWHUHG�E\� � � � � � � � � � � � � � � � � � � � � � � �
�
◆MDUNHWLQJ�$XWKRUL]DWLRQ�
・S\VWHPV��RHJXODWLRQV��HWF��
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   � � � � � � DGPLQLVWHUHG�E\� � � � � NDA� � � � � � � � � � � � � � � �
・                  � � � � � � � � � � � DGPLQLVWHUHG�E\� � � � � � � � � � � � � � � � � � � � � � � �
� �
◆'UXJ�'LVWULEXWLRQ��LQFOXGLQJ�GUXJ�VHOHFWLRQ��SURFXUHPHQW��VDOH��
・S\VWHPV��RHJXODWLRQV��HWF��
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   � � � � � � DGPLQLVWHUHG�E\� � � � � NDA� � � � � � � � � � � � � � � �
・                  � � � � � � � � � � � DGPLQLVWHUHG�E\� � � � � � � � � � � � � � � � � � � � � � � �
�
◆MHGLFLQH�SDIHW\��SRVW-PDUNHWLQJ��
・S\VWHPV��RHJXODWLRQV��HWF��
・  The National Drug Policy And Authority (Importation 
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And Exportation of Drugs) Regulations, 2014   � � � � � � DGPLQLVWHUHG�E\� � � � � NDA� � � � � � � � � � � � � � � �
・                  � � � � � � � � � � � DGPLQLVWHUHG�E\� � � � � � � � � � � � � � � � � � � � � � � �
ဵE[DPSOH��*RRG�3KDUPDFRYLJLODQFH�3UDFWLFH�
・  The National Drug Policy And Authority (Importation 
And Exportation of Drugs) Regulations, 2014   � � � � � � DGPLQLVWHUHG�E\� � � � � NDA� � � � � � � � � � � � � � � �
・                  � � � � � � � � � � � DGPLQLVWHUHG�E\� � � � � � � � � � � � � � � � � � � � � � � �
�

մ 'rug 3ricing 
í3OHDVH�GHVFULEH�DERXW�SULFH�FRQWURO�DQG�GUXJ�SULFH�PHFKDQLVP�DW�SXEOLF�VHFWRU�LQ�\RXU�FRXQWU\��
There is no drug pricing regulation mechanism in Uganda. 
A free market economy is expected to provide true market value of commodities � �
�

յ Statistic 'ata 
í3OHDVH�DQVZHU�WKH�IROORZLQJ�TXHVWLRQV��LI�WKH�QXPEHU�LV�QRW�DSSOLFDEOH��SOHDVH�JLYH�DQ�DQVZHU�WR�WKH�EHVW�RI�
\RXU�NQRZOHGJH���
í3XW�WKH�\HDU�RI�WKH�SUHVHQWHG�GDWD�DV�ZHOO�LI�LW
V�DYDLODEOH�� � � � � � � � � � � � � � � � � � � � � � � � �
�� 1XPEHU�RI�SKDUPDFLVWV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �      6  (2019)�
2. 1XPEHU�RI�*M3�LQVSHFWRU��1DWLRQDO�	�LRFDO�� � � � � � � � � � � � � � � � � � � � � � � � �      0  (2019) 
3. 1XPEHU�RI�SKDUPDFHXWLFDO�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� � � � � � � � � � �      10 (2019) 
�� 1XPEHU�RI�WUDGLWLRQDO�PHGLFLQH�PDQXIDFWXUHUV���PDQXIDFWXULQJ�VLWHV� �  Several but Unregistered (2019) �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�LPSRUWHUV� � � � � � � � � � � � � � � � � � � � � � � � � � � � � �       N/A  (year) �
�� 1XPEHU�RI�SKDUPDFHXWLFDO�ZKROHVDOHUV� �                   503  (year) �

�
ဵ+RVSLWDO�SKDUPDF\�RQO\�

ն  ,nIormation on your hospital pharmacy  
㸦㸯㸧 OUJDQL]DWLRQ�FKDUW�RI�WKH�SKDUPDFHXWLFDO�GHSDUWPHQW�RU�WKH�SKDUPDF\�WR�ZKLFK�\RX�EHORQJ�

D� 1XPEHU�RI�VHFWLRQ�FKLHIV��
E� 1XPEHU�RI�GHSXW\�FKLHIV�� � �
F� 1XPEHU�RI�PDQDJHUV��

�
㸦㸰㸧 1XPEHU�RI�VWDII�

D� 1XPEHU�RI�SKDUPDFLVWV�� �
E� 1XPEHU�RI�FOLQLFDO�SKDUPDFLVWV��
F� 1XPEHU�RI�WHFKQLFLDQV��

㸦㸱㸧 1XPEHU�RI�WKH�NLQGV�RI�GUXJV�PDQDJHG�LQ�\RXU�SKDUPDF\�RU�KRVSLWDO�
D� OUDO�PHGLFLQH�� � �
E� IQMHFWLRQV�� �
F� MHGLFLQHV�IRU�H[WHUQDO�XVH�� � �

㸦㸲㸧 1XPEHU�RI�SUHVFULSWLRQV�GHDOW�LQ�\RXU�SKDUPDF\�SHU�GD\�
D� )RU�LQSDWLHQWV��
E� )RU�RXWSDWLHQWV��
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㸦㸳㸧 ETXLSPHQW�RI�WKH�SKDUPDF\�LQ�\RXU�KRVSLWDO�
D� 'RHV�\RXU�KRVSLWDO�KDYH�D�GLVSHQVDU\�URRP"� �

� II��<HV���KRZ�ODUJH�LV�LW"�
<HV�       ੍  � � 1R�   �
�

E� 'RHV�WKH�SKDUPDF\�KDYH�D�FOHDQ�URRP�RU�ODPLQDU�IORZ�KRRG"� � �
<HV� � � �� � 1R�   �
II��<HV���SOHDVH�GHVFULEH�LW�LQ�GHWDLO�
'HWDLO�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �

�
F� 'RHV�WKH�SKDUPDF\�KDYH�FRPSXWHUV"�

<HV� � � �� � 1R�   �
II��<HV���ZKDW�LV�WKH�SXUSRVH�RI�XVLQJ�WKHP��
3XUSRVH�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �
�

G� 'R�\RX�LPSOHPHQW�TKHUDSHXWLF�'UXJ�MRQLWRULQJ��T'M���TKHUDSHXWLF�'UXJ�MRQLWRULQJ��LQ�\RXU� �
+RVSLWDO"�
<HV� � � �� � 1R�   �
�

H� 'R�\RX�SUHSDUH�T31��TRWDO�3DUHQWDO�1XWULWLRQ��
<HV� � � ��1R�
�

I� &DQ�\RX�XVH�IQWHUQHW�DW�WKH�SKDUPDF\"�
II��<HV���ZKDW�LV�WKH�SXUSRVH�RI�XVLQJ�LW��
<HV� � �� � 1R�  �
3XUSRVH��  � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �

�
ဵ$OO�SDUWLFLSDQWV��3OHDVH�GHVFULEH�WKH�IROORZLQJ�JHQHUDO�LQIRUPDWLRQ�DV�PXFK�DV�\RX�NQRZ� �

�

շ  (ducation and License oI 3harmacists in your country 
㸦㸯㸧 1XPEHU�RI�\HDUV�LQ�SULPDU\��VHFRQGDU\�DQG�KLJK�VFKRRO�HGXFDWLRQ�

3ULPDU\           � � � � � � �    7  years�
SHFRQGDU\� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � 4    years� �
+LJK�VFKRRO� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � 2    years�
�

㸦㸰㸧 1XPEHU�RI�\HDUV���ZHHNV�LQ�WKH�IROORZLQJ�FDWHJRULHV�GXULQJ�XQLYHUVLW\�RU�FROOHJH�
8QLYHUVLW\���FROOHJH�    � � � �    �    5 \HDUV�
3URIHVVLRQDO�HGXFDWLRQ�        � �   4� � \HDUV�
3UDFWLFDO�WUDLQLQJ�          � �   10 years 
'XUDWLRQ�RI�WUDLQLQJ�E\�HDFK�IDFLOLW\�  � � �      years 
+RVSLWDO�SKDUPDF\�� � � � � � � � � � � � � � � � � � � � �    1 ZHHNV�

－ 508 －



�
 

&RPPXQLW\�SKDUPDF\�� � � � � � � � � � � � � � � � � �    0 ZHHNV�
3KDUPDFHXWLFDO�FRPSDQ\�� � � � � � � � � � � � � � � �    5 ZHHNV�
OWKHUV�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �     ZHHNV�
$JH�DW�JUDGXDWLRQ�� � � � � � � � � � � � � � � � � � � � � �    28 years�ROG�

�
㸦㸱㸧$UH�WKHUH�DQ\�QDWLRQDO�H[DPLQDWLRQV�IRU�SKDUPDFLVWV�LQ�\RXU�FRXQWU\"�

<HV�
$FDGHPLF�E[DPV� � � � � � � � � � � � � � � � � � � � � 2 � � � GD\V�
&OLQLFDO�E[DPV� � � � � � � � � � � � � � � � � � � � � � � 2 � � � GD\V�

1R�
㸦㸲㸧:KLFK�RI�WKH�IROORZLQJV�PXVW�\RX�IXOILOO�WR�REWDLQ�D�SKDUPDFLVW
V�OLFHQVH"�


�II�SUDFWLFDO�WUDLQLQJ�LV�PDQGDWRU\��JLYH�WKH�VXEMHFWV�DQG�WUDLQLQJ�SHULRG��
� � � � � � � � � � � � � � � � � � � � � � � � YES                                  

�

�II�SUDFWLFDO�WUDLQLQJ�LV�RSWLRQDO��JLYH�WKH�UHDVRQV��

   �L�H��TUDLQLQJ�LV�QHFHVVDU\�WR�SUHSDUH�IRU�WKH�QDWLRQDO�H[DPLQDWLRQ� �
� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �

㸦㸳㸧1XPEHU�RI�SKDUPDFHXWLFDO�XQLYHUVLW\�RU�FROOHJH�JUDGXDWHV��
� � � � � � � � � SHRSOH���SHU�\HDU�

 TKH�DOXPQL
V�SODFHPHQW�UDWH����  �
D� +RVSLWDO�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � � ��
E� &RPPXQLW\�3KDUPDF\�� � � � � � � � � � � � � � � � � � ��� � � � � ��
F� *RYHUQPHQW�OUJDQL]DWLRQ�� � � � � � � � � � � � � � � � �� � � � ��
G� EQWHUSULVH�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � � ��
H� OWKHUV�� � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � � �� � � � �� �

ո Side eIIect report 
3OHDVH�GHVFULEH�WKH�IORZ�RI�UHSRUWLQJ�V\VWHP��IURP�D�PHGLFDO�LQVWLWXWLRQ�WR�DQ�DGPLQLVWUDWLYH�DJHQF\���ZKHQ�D�
VHYHUH�VLGH�HIIHFW�FDVH�LV�RFFXUUHG�LQ�D�PHGLFDO�LQVWLWXWLRQ��'HVFULEH�VSHFLILFDOO\�WKH�UXOH�DQG�UHVSRQVLELOLW\�RI�
HDFK�RUJDQL]DWLRQ��DQ�DGPLQLVWUDWLYH�DJHQF\���D�PHGLFDO�LQVWLWXWLRQ���DQG�WKHLU�FROODERUDWLRQ�FRRSHUDWLRQ�� �
�
�
RHSRUWV�RQ�DGYHUVH�GUXJ�UHDFWLRQ�FDQ�EH�UDLVHG�E\�DQ\�KHDOWK�ZRUN�WR�WKH�UHJXODWRU�XVLQJ�WKH�SUHVFULEHG�IRUP�
DWWDFKHG�EHORZ��TKLV� LQIRUPDWLRQ�GRHV�QRW�FDVFDGH�IURP�WR� WKH�UHJXODWRU�EXW� LV�PHDQW� WR�EH� UHFHLYHG�GLUHFWO\�
IURP�WKH�FODLPDQW��

� � � � � �
ADR reporting Form 

New.pdf  
�
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�� ,QWURGXFWLRQ RI WKH ZRUN

(VWDEOLVKPHQW
106 LV VHW XS E\ WKH 1DWLRQDO 0HGLFDO 6WRUHV $FW RI
���� DV DQ DXWRQRPRXV ERG\ UHVSRQVLEOH IRU
SURFXUHPHQW� VWRUDJH DQG GLVWULEXWLRQ RI HVVHQWLDO
PHGLFLQHV DQG PHGLFDO VXSSOLHV� SULPDULO\ WR
*RYHUQPHQW KHDOWK IDFLOLWLHV�

9LVLRQ
2XU YLVLRQ LV ³D SRSXODWLRQ ZLWK DGHTXDWH DQG
DFFHVVLEOH TXDOLW\ PHGLFLQHV DQG PHGLFDO VXSSOLHV´

1

8*$1'$

3DXO 2NZDUH
1DWLRQDO 0HGLFDO 6WRUHV

－ 511 －



�� ,QWURGXFWLRQ RI WKH ZRUN

5HJXODWRU\ 6HUYLFHV 
7KH YLVLRQ RI WKH 106 UHTXLUHV WKDW ZH GLVWULEXWH
TXDOLW\ PHGLFLQHV WR WKH SRSXODWLRQ� 7R DFKLYH WKLV
WKH 6WRUHV DQG RSHUDWLRQV GHSDUWPHQW PXVW HQVXUH
WKDW DOO PHGLFLQHV RUGHUHG IURP VXSSOLHUV GXOO\
UHJLVWHUHG E\ UHJXODWRU�

6KLSPHQWV DUH DOVR FKHFNHG WR HQVXUH WKDW WKH
UHJXODWRU\ KDV FOHDUHG HDFK RI WKH EDWFKHV EHLQJ
GHOLYHUHG�

͛

�� ,QWURGXFWLRQ RI WKH ZRUN

7KH 6WRUHV DQG 2SHUDWLRQV 'HSDUWPHQW
7KLV LV WKH FRUH GHSDUWPHQW LQ 106 DQG LV
UHVSRQVLEOH IRU WKH 5HFHLSW� 6WRUDJH DQG 'LVWULEXWLRQ
RI (VVHQWLDO 0HGLFLQHV DQG +HDOWK 6XSSOLHV WR DOO WKH
DFFUHGLWHG +HDOWK )DFLOLWLHV LQ 8JDQGD�

7LPH DW FXUUHQW SRVLWLRQ RI &KLHI 6WRUHV DQG
2SHUDWLRQV 2IILFHU LV � \HDUV

͚
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�� *RRG 3UDFWLFH

�� (PERVVPHQW RI (0+6 
$ FOHDU GLVWLQFWLRQ RI (0+6 PHDQW IRU *R8 IDFLOLWLHV DQG
DUH QRW IRU VDOH�

7KLV PHDQW WKDW *R8 SURFXUHG PHGLFLQHV DUH HDV\ WR
LGHQWLI\ DQG WKRVH EHHQ VWROHQ FDQ EH HDVLO\ LGHQWLILHG�
7KRVH DOVR SURFXUHG RXWVLGH WKH 1DWLRQDO 6XSSO\ FKDLQ FDQ
EH LGHQWLILHG�

7KLV KDV EHHQ YHU\ LPSRUWDQW LQ WUDFLQJ WKH VRXUFHV RI
PHGLFLQHV WKDW PD\ EH UHODWHG WR DQ DGYHUVH GUXJ UHDFWLRQ�

͝

�� *RRG 3UDFWLFH

�� 3URFXUHPHQW
5HFHQWUDOL]DWLRQ RI IXQGV IRU SURFXUHPHQW RI (0+6 IRU
IDFLOLWLHV XQGHU 0R+ DQG /RFDO *RYHUQPHQWV >����@ DQG DOO
XQLIRUPHG VHUYLFHV �$UP\� 3ROLFH� 3ULVRQV��

&HQWUDOL]HG SURFXUHPHQWV HQVXUH EHWWHU PRQLWRULQJ RI
TXDOLW\ RI (0+6� 7KLV HOLPLQDWHG WKH SURFXUHPHQW E\ DOO
+HDOWK )DFLOLWLHV IURP WKH EODFN PDUNHW�

3RROHG SURFXUHPHQW DOVR PDGH LW HDVLHU WR VRXUFH UDUH DQG
RUSKDQ GUXJV

͜
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�� &KDOOHQJHV 

�� ,UUDWLRQDO SUHVFULELQJ E\ KHDOWK ZRUNHUV�

3UHVFULSWLRQ RI PHGLFLQHV RXWVLGH RI 6WDQGDUG &OLQLFDO 
*XLGHOLQHV FDXVLQJ DUWLILFLDO VKRUWDJH� 
3RO\�SKDUPDF\ � SUHVFULELQJ D ELJ QXPEHU RI PHGLFLQHV

�� 3RRU 6XSSO\ FKDLQ YLVLELOLW\ 
7KH FRXQWU\ ODFNV DQ LQWHJUDWHG 0,6 V\VWHP WR WUDFN
PHGLFLQHV EDWFKHV IURP PDQXIDFWXUH RU LPSRUW WR WKH XVHU�
$ ORW RI WKH GDWD FDSWXUH PDQXDO RQ KDUG FRSLHV�

͟

�� *RRG 3UDFWLFH

�� (VWDEOLVKPHQW D 4XDOLW\ &RQWURO /DE 
106 LV FRQVWUXFWLQJ D QHZ ������ SDOOHW ORFDWLRQ

ZDUHKRXVH DQG RIILFH FRPSOH[ DQG SDUW RI WKLV QHZ
FRPSOH[ VKDOO EH D QHZ 4XDOLW\ &RQWURO /DERUDWRU\�

7KLV ODE VKDOO EH DEOH WR WHVW DOO WKH SKDUPDFHXWLFDOV EHLQJ
SURFXUHG� EHLQJ UHFHLYHG DQG SRVW�GLVWULEXWLRQ VDPSOHV WR
HQVXUH TXDOLW\ RI PHGLFLQHV LV PDLQWDLQHG WKURXJK RXW WKH
HQWLUH VXSSO\ FKDLQ�

͞
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([SHFWDWLRQV 

�� 7R OHDUQ EHVW SUDFWLFH LQ SRVW PDUNHW VXUYHLOODQFH LQ 
VXSSO\ FKDLQ  

�� 7R DSSUHFLDWH EHVW SUDFWLFH LQ 4& ODE PDQDJHPHQW 
�� &XUUHQW DFFUHGLWDWLRQ DQG ODE VWDQGDUGV EHLQJ XVHG LQ 

RWKHU FRXQWULHV 

͡

�� &KDOOHQJHV 

�� ��� RI WKH PHGLFLQHV DUH LPSRUWHG�
7KLV PDNHV UHJXODU F*03 LQVSHFWLRQV D FKDOOHQJH� 2IWHQ 
VLWHV DUH YLVLWHG RQFH D \HDU RU IHZHU�

7KLV LV HVSHFLDOO\ GLIILFXOW IRU PDQXIDFWXULQJ VLWHV WKDW DUH LQ 
FRXQWULHV WKDW ODFN VWURQJ UHJXODWRU\ DXWKRULWLHV�

͠
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