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�

FÌLIOZVI@�Q@MQ��'DO*Z�-RM�\I�FÌLIOZ��W��OJRGIMQ/VI@�OJRG��#�Q@�X�@VI@���Q@MQGI�Y
QISJ
�NJ@^^�KIJVI�/��I@@�

OJRGIMQ/VI@�FJ���U/���GI�S1Q@Y�XO�3VI@������I@�FJ���U/�FJ
�I��FÌLIOZV@I�Q@MQGI�FOJMIR^�"NGI�S1Q@Y�[
J
�

NJ@^� OMM��I� OJ'J�DGI@OKG��J?� 0�FÌLIOZVI@�JIG���NO�GI�I��FÌLIOZVI@�N_�IIQ/� �[I@OGRI@.RI\/V��FIR
M@^OEV�FIOEB���

�G
[��V��Y��XB��FÌLIOZVI@��V>R�W7MVI@�JIG��NO�GI�I���NPGÎVI@ONRI��S7NIEJ�FJ
�INTVI@�TPG���9RI��FÌLIOZVI@�

-RIU�J'D���S7NIEJ�OGOW��'RIE�JI�?J@�OGOW��G
1R����UR�XJ@^�WO�VI��FÌLIOZVI@�GITI����@MJ�OMOZ���S7NIEJ�XJ@^�

V'NJ/VI@�JIG���@XIJI���E@]���R��DI[@V�V���Y��G
[VI@�FÌLIOZGI�OUOV7�VVI@�N_@�V/.�J�OMJI�ODTP/�XJ^�J[
J@�

HJ/�S1Q@Y�[
J
�NJ@^����Q@MQGI�S1Q@Y�[
J
�NJ@^�F*R�OMM��I�NOJ�S4P�FJ
��U/GI�S1Q@Y������I\`�SNHI@4PIVI@�

KIJVI�/VIQIOX�FÌLIOZVI@�2*��^� (Insert)�N
KÎGI�Y
QISJ
�NJ@^�V
�I��I@� OJRGIMQ/VI@� OJRG������FJ
��U/�A�GI�

S1Q@Y� �� �� SNHI@4PIVI@� �
OMZIVIQIOX� Q@MQGI� S1Q@OYW� KIJVI�/� N_L�� [
J
� NJ@^� �� SNHI@4PIVIQIOX� G[7MN��Î�

KIJVI�/�J@NIQ/GI�[
J
�FIM=RV�H3VI@Q@�FÌLIOZVI@�Q@MQ��'D*ZGI�OJ'J�DGI@OKGVI@�OJE@^O]VI�KI�/�XO�3VI@������

 

 

� � FÌLIOZVI@� -RINIO�V�JIG� (Trade name)��K@J@O�V�JIG�GIT�H3VI@�FM�\IGI��I@�K@J@O�V�JIGB�J@NIQ/���

F�X_@K/GI�[
J
�NE^����J@NIQ/�JIGQ@�FI@X�@VI@�,I@TNPQ�F�X_@K/�JIGVI@�FIZI�H*EI�VG�[
J
�[
E`J���

 

# � OJ'J�OQY/W�KIJVI�/�J@NIQ/GI�[
J
�NE^��0�-RIU�J'D���S7NIEJ�OGOW��'RIE�JI�?J@�OGOW��FÌLIOZVI@��G
[�

�V��Y��XB��GITI��'D*Z/�OJE@^]J��K�W`��OUOV7�VVI@��1QI[�DGI@OKGB��FÌLIOZ�N_RI@X�XEÎ�FNJISJ
�NJ@^�

�IMZIJ/��K�W`��DI@WQ��IG_�/�[1QI3��GIT�N_RI@X�XJ@^���IG�W\I�FI@�DI��DUISJ
�[I@�?��D5UIVI@�N[
)UDI��

�I�I��I9J
[I@�?�B��YIJ
�FO��FÌLIOZ�WRI��XJ@^�OMOZ��K�W`�Dispersible tablet���ttI2�O��N�DJISJ@�WO�VIB���

G
1R��-RIU�J'D����OGOW�F�X_@K/�F,I����F�VGI��I9J��OVJ@����OGOW�F�X_@K/�6RIQ@*���FJ
�I���I9J
�NJ@^��

���MI�<R����\IVI�QIOX���VI�Q@�XJ@^�YO�EGI�OGOW�OMTPG��'DWGI��I9J�OJE@^]J�H3GI��I@[/�FJ
�I��XJ
^�

NJ@^�����

�

� � FÌLIOZVI@��G
[��IGI*RW0�Q@MQVI@�EIO[J@�N�?�/�GIO\1QI@�V
JIGI�UI�NI�@�FIVI�GI��I9J
�NJ@^�����G
[�V��

�IWI@�N>L�H�OGGI��@WI@�F,I�Q@�MI�Q@MQVI@�VIXKVI@���X�FJ
�I��[Q
VI���XGI�Q@9J
�NJ@^�� ���G
[�Y��@WI@�

N>L�H�OGGI� �IWI@� DI[@V� V
J`� ��XGI� UI�NI�@� �@�IOHT� �I.J
� NJ@^�� �� �G
[� X� �IWI@� DI[@V� F*R� ��XVI@��

N>L�H�OGGI��@WI@�RI�F*R�[1VI���XGI��I.J
�NJ@^�����

 



 2 

� � J@NIQ/GI�Q@9J
�NJ@^�F*R�KIJVI�/�OJ'J�DGI@OKG��J?�0�

FÌLIOZVI@�N_�IIQ/�J@NIQ/GI�Q@9J
�NJ@^���K�W`�FIR
M@^OEV��R
JIJ/B���FIZ
OJV�FÌLIOZ�( Allopathic)�VI�[VGI�

N_�IIQ/�JQ@Y@�NOJ�[

J@�� ��V���Y��G
[VI�FÌLIOZV@I�[VGI�N_@�V/.�J�ODJI�M@5J�J[
J@�HJ/�S1Q@Y�XJ^
�

NJ@^�� ��V�MI�Y��G
[VI@�FÌLIOZVI@�GITIVI�DI�@GI� 0�GGIITTII0�0� OOUUOOVV77��VVVVII@�@���11QQII[�[�DDGGII@@OOKKGG���X��G
[VI@�

[VGI�GITI�J`�Q@9J@� �K�W`�3V��?RIMQ@�� OEJGI�W/J�N�V�MI� OUOV7�VVI@��1QI[�DGI@OKGB��H��I��I�

�'DO*Z� KIJVI�/� K�W`� �IG� �� FI@�DI�� DUISJ
� [I@�?� �� D5UIVI@� N[
)UDI�� �I�I� �I9J
[I@�?� �� F*R� \N�

OMM��I�NOJ�J@NIQ/GI�OEJ��OVJ@�����Q@MQGI�J@NIQ/GI�H3VI�KIJVI�/["�F�X_@K/GI�NOJ��I9J��OVJ@���� �

 

� � Q@MQGI��ION3VI@�OMM��I�U�GI�JQXI2VJ�N_L��N�?J��OVJ@�[
J
�NJ@^�������.MI2*��H*EI��IJI@�F,I��[
J
�

[
E`J� ��3Q
OGOJRG�-Q/����MI���t/N�UO'VQI@�H3VI@�VI��IQ@��ION3VI@�F,I��N�?J�F�OKQI@�[
J@�H3VI@Q@�

�IONJ@�F,I�VI@�FIVI�GI�OM]@LI�:RIJ�OE2̂���QI@��I9J�FIM=RV�����Q@MQGI��M`�KIJVI�/�JF�ISJ@�FM�\I�

H3GI�DIO[�/�D�?�IGI��'N��Î�KIJVI�/��IY/���t/N�MI�3'N�Q�MI�HIRQ�MI�DI@WQGI�VG�KIJVI�/��I9J�

�OVJ@� �� �� �K�W`� �tI2̂� O��NGI� O��N� DJISJ@� OMM��I� S1Q@Y� XJ^� �IS)� JN
X@GI� FÌLIOZ� WRI�� XJ@^� OMOZ�

DIO[�/� .RIV@�GI� [@J
^[I@�?� HJ/� WRI�� XJ@^� WO�VI� Duplex box� GI� GIT� �I9J@�� Each capsule contains 

Doxycycline hyclate B.P. equivalent to Anhydrous Doxycycline 100 mg� DIO[�/� D�?�IGI� Q@9J@� W��

��t/NGI�Doxycycline 100 mg�GIT�Q@9J@�B����

 

A � Q@MQGI��IS)VI@�VOG�H3VI@�FM�\IGI�N��Î� OMM��I� Duplex box�GI� ��SNHI@4PIQI2̂�FIM=RV�KIJVI�/�

�I@�V�/GI�OHT/�Q@MQGI�S1Q@Y�XJ^��OVJ@�����SEI[��IVIQIOX�Duplex box�GI��Each capsule contains 

Amoxicillin trihydrate BP equivalent to Amoxicillin 500 mg Q@OY3VI@GI� ��t/N� RI� $Q/���GI��

Amoxicillin 500 mg�GIT�Q@9J��OVJ@����OMM��I��I@�_RISJ
�NJ@^�FM�\I�H3GI�FÌLIOZ�-RM�\I�OMHIXVI@�

�[GOW�OQ3��GIT�XJ
^�NJ@^�����

 

	 � Q@MQVI@�FIVI���IJI@�H2̂�N_���N�?J��6J@�FIVI�VI@�F,I�GI�Z@�̀�OMM��I�2VI2̂�.RIVGI��I9J��6J@�FM�\I�

JH3GI�V'W/GI�FÌLIOZV@I�JIG���NO�GI�I��-RIU�J'D����'RIE�JI�?J@�OGOW���S7NIEJVWÎVI@�JIG�[
J
�NJ@^�

����(Example: Hepatitis B vaccine, 1 ml, 024574, 12.8.2008, Biological Institute) �

 


 � �?RIMQ@��MI�6RIN�
Q�D@5EI���t?t/N�MI�-Q/���GI��VI�@��M@5J@��'HIMJI�H3GI�[�@V��?RIMQ@��MI�6RI.�
QGI�

NJ@^�X�/��IJI@�F,I�GI�-RINIO�V�JIG��I.J
�NJ@^�����

�
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If part of a strip is expected to be sold , the brand name of the product should be on each 

tablet or capsule.  

�

� � NPGÎVI@ONRIVI@��W��FJ
�I��FÌLIOZ�S7NIEJ�X�@VI@�H3�NPGÎVI@ONRI�FJ
�I�V`�JIG�-RINIO�V�JIGVI@�WQ�

RI��GIO\�Q@9J
�NE^�� �� ��Example: Amoxicillin Oral Suspension B.P.)� ��NPGÎVI@ONRIVI@��W��FJ
�I��

JH2̂�V'NJ/VI@�FINP?JI@��W��FJ
�I�VI@�WRI�/�FÌLIOZ�H3GI�NPGÎVI@ONRI�Q@9J
�NE`^J��JIG����I@�@K�NPG^�

Q@Y@� N
8E�� �� � (Example: Sulphamethoxazole and Trimethoprim tablet)� �� W�� V5UI� NEI\^� V
J�

NPGÎVI@ONRI�FJ
�I��[I@��I@�N_L��S1Q@Y�[
J
�NE^��( Example, Each tablet contains Sulphamethoxazole 

B.P. 800 mg, Trimethoprim B.P. 160 mg) 

�

�� � Liquid, semisolid, powder dosage form�VI@�[�@V�.RIVGI��[@VI@�NO�GI�I�S1Q@Y�XJ
^�NJ@^��(Example, 

60 ml, 25 g) �� W�� �?RIMQ@��� 6RIN�
Q� FIOEGI� DIO[�/� D�?�IGI� GIT� Q@Y@� N
8J@�� (Example, 20 X 10 

tablets)���

 

�� � 3V� H*EI� D�/� Strength GI� MI� NP�V� NP�V� Dosage form� GI�S[/�FÌLIOZ�H3� -RINIO�V�JIGVI��I\`�

NP�V� �
�?�/J@� X�/� strength or dosage form� Q@9J
� NE^�� (Example: Procid 10, Procid 20; Ardiron, 

Ardiron SR; Kalinac 50,  Kalinac 100 SR) 

 

�# � V� �� Y� �G
[VI@� FÌLIOZVI@� Q@MQGI� therapeutic group� Q@9J� NI2J@� �̀J� �� �G
[� X� VI� FÌLIOZGI� GIT�

therapeutic group� � Q@9J� �OVJ@� �� �� (Example; Meryl Expectorant; Diamagel tablet, Antacid; 

Paracetamol tablet, Analgesic and Antipyretic). 

 

�� � FÌLIOZVI�N_OW�2VI2̂�NO�GI�I�N_L����H_G�J[
J@�OVO�GQ@�Q@9J
�NE^����(Example, Each capsule contains: 

Indometacin B.P. 100 mg, Each 5 ml contains Paracetamol B.P. 125 mg, Each gram contains: 

Lindane B.P. 100mg)��FÌLIOZVI@�NO�GI�I�N_OW]WGI�H3��@I[/�FJ
�I��S1Q@Y�XJ^��OVJ@��( Example, 

Dextrose I.P. 5%; Diclofenac diethylamine B.P. 1.16%). 

 

 

�� � V
J� OVO�GVI@� �?RIMQ@�� [I@� N_L�� S1Q@Y� XJ
^� NE^�� �� W�� �IZI��I� �?RIMQ@�GI� S1Q@Y� JX�@� [
*�� ��

(Example: Each film coated tablet contains Aceclofenac B.P. 100 mg; Each enteric coated tablet 

contains: Pantoprazole  40 mg; Each tablet contains Aspirin B.P. 300 mg ) 
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�� � DS �IGI*RW0�Double strength �KJISJ�N_RI@X�[
J@��H3VI@Q@�Dry syrup�QI2̂��I@�V�/GI�DS Q@9J�NI2J@�

�̀J�����

 

�A � V'NI@OK�JGI� FÌLIOZVI@� �V>R� W7MVI@� NO�GI�I� NPGÎVI@ONRIQ@� OJE/̂L�� X�@� FJ
�I�� J`� Q@9J

� NJ@^�� ��

(Example, Amoxicillin trihydrate B.P. equivalent to Amoxicillin 500 mg; Tetracycline 

Hydrochloride B.P. 250 mg; Doxycycline hyclate B.P. equivalent to Doxycycline 100 mg; 

Ciprofloxacin hydrohloride B.P. equivalent to Ciprofloxacin 500 mg ) �� FÌLIOZVI@� QM�I� �� �V>R�

W7MGI�NP�V�H3VI@�FM�\IGI��IGI*RW0�NPGÎVI@ONRIQ@�WI@V@VI@��V>R�W7M�(Active ingredient)�VI@�GIT�

NO�GI�I�S1Q@Y�X�@�[
*���W��E
M`VI@�NO�GI�I�OEJ�NOJ��OV*��( Example, Ferrous fumarate B.P. 350 mg 

equivalent to elemental Iron  60 mg RI Ferrous fumarate B.P. equivalent to elemental Iron 60 mg) ; 

Riboflavin sodium phosphate B.P. 3.7 mg equivalent to Riboflavin  2.5 mg RI�Riboflavin Sodium 

phosphate  equivalent to Riboflavin 2.5 mg) ���

 

�	 � FÌLIOZGI�N_RI@X�H3VI@���X�S1Q@Y�XJ
^�NJ@^����(Example, Colour: Sunset Yellow) 

 

�
 � �
2̂ (Injection) GI��'D*ZGI��IZV�NEI\^ ( Excipients) �G@@WVI@�NO�GI�I�S1Q@Y�[
J
�NJ@^�� � (Example 

Diclofenac injection. Each ml contains Diclofenac Sodium B.P. 25 mg, Benzyl alcohol I.P. 4%v/v 

(as preservative), Water for Injection I.P. q.s.).  

 

�� � N
JK^OQR� SNUI�VI@� FÌLIOZ� (Oral Rehydration Salt)� VI@� Q@MQGI� 3V� "NWI� 1RISJ� .RIV@�GI� [
J
� NJ@^�

KIJVI�/���Q8J��OMM��I�FJ
�I��[
J
�NJ@^�����

�

#� � S7NIEJ�FJ
�INT�FÌLIOZ�-RM�\I�OMHIXQ@�OE3VI@�TPG���9RI�GIT�Q@9J
�NJ@^����FIZ
OJV�FÌLIOZ�DI[@VVI@�

[VGI�N_�IIQ/��G@W�Q@9J
�NJ@^�� ��Q@MQGI��IS)VI@�SNR
4PWI�FJ
�I��Manufacturing License No., Mfg 

Lic No.�RI�M.L.No.�Q@9J��OVJ@�������(Example:  Manufacturing License No. 2654; Mfg Lic No. 

Ayur 2532; M.L.No. Vet 1234 FIOE�B���

�

#� � FÌLIOZ�.RIV�XJ@^��GRGI��IONJ@�-RIU�J'D���S7NIEJ�OGOW��G
1R�FIOE�OMM��I�Q@MQGI�NO[Q@��ION3VI@�

F,I��GIO\�JNJ@^� X�/� O�KI2J�XJ
^� NJ@^�� ��R��/�NO���IONJ@� OMM��I� ��t/N�� -Q/����RI� .RIV@�VI@�F*R�

OMM��I�J�ION3VI@�YIQ/��IS)GI�[
J
�NJ@^�����
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## � ��� OG OQ � MI� �I@� H*EI� ��QI@� DI@WQGI� FÌLIOZ� [@J^@� �
OMZIVIQIOX� Q@MQQ@� DI@WQVI@� N
�̀� NO�OZ�

(Circumference)�J�I6J@�OVO�GVI@�[
J
�NE^����

 

#� � FÌLIOZ�S7NIEV�V'NJ/VI@�N
�I�JIG��VI�YIJI��[@VI@��@XIJI��V'W/GI�][��MI�XIS)���E@]VI@�JIGB�S1Q@Y�

[
J
�NJ@^�����

�

#� � FÌLIOZVI@�-RIU�J'D��V'W/GI�E]�MLÎ�S[/�J'D��JE@I[I@O�J@�X�/�S7NIEV�V'NJ/DI��WRI��X�/@��M/V>W�

Standard Operating Procedure (SOP) FJ
�I��OJZÎ��I�XJ^
�NE^����OMOH*J�FÌLIOZVI@�S[/�-RIU�J'D��[
J@�

N_�IIQ/�FNJISJ
� [
E`J� �� [�@V�S7NIEJVI@� ���#����XE`^�TPOGV�"NGI� $RIU�J'D���I9J
�[
E`J� �� � �R�WI@�

TPOGV�"NGI�J'D���I9J@�[I@�HJ@�[�@V�S7NIEJVI@�VI@��OJZÎ��I�X�/�J'D��FXIO���I@�VI@���I9J
�NE^�����

SEI[��IVIQIOX�Paracetamol tablet�V@I�VI@��PT��Paracetamol suspension�VI@�VI@��PS, Aspirin tablet 

300 mg� VI@� VI@�� AA, Aspirin  75 mg� VI@� AC� OJZÎ��I� X�/� TPOGV� "NGI� -RIU� J'D�� �I9E`� X3GI�

PT001, PT002, PT003; PS001, PS002, PS003; AA001, AA002, AA003, AC001, AC002, AC003�[
E`�

KIJ@�H3DI��S[/� -RIU�J'D��EI@[I@O�J@� O�\OW��[)E`J� B��S7NIEJVI@� OJZÎO�W�VI@�VI@��I\�S7NIEJ� OGOW�

�IY@�� NOJ� -RIU� J'D�� �IY@GI� E@I[I@O�J@� FM�\I� [
E`J� �� K�W`� AA0206, AA0306, AC0306, AC0406, 

PT0306, PT0406, PS0306, PS0406� FIOE� B�� [�@V� S%I@XQ@� -RIU� J'D�� �I9J@� F\^� �O[WVI@� N_�IIQ/�

FNJISJ
�NE^�����I@�N_�IIQ/��M/V>W�SOP�VI�"NGI��I9J
�NE^�����

 

#� � J@NIQ/GI�Q@9J@�V@[/�KIJVI�/�OJ'J�DGI@OKG��J?�0�

�

� GITI�0�OUOV7�VVI@��1QI[�DGI@OKG�

� �IG�W\I�FI@�DI��DUISJ
[I@�?��

� D5UIVI@�N[
)UDI���I�I��I9J
[I@�?��

� DI;R�N_RI@XVI@�QIOX�GIT�

� OMVI@^�OHTVI@�OWYI@�HIXQ@�JI@KQVI@�O�Q�WI@�?J
[I@�
���N_RI@X�X�@�NO��OMVI@^��IG_�/�QXISJ
[I@�?�

� �
9YI�OU�I@��IS)GI��I9J
[I@�?���W��ON_PKGI�J�I9J
[I@�?�

� N_@�V/.�J�ODJI�OMTP/�OMW��I�XJ^�J[
J@�

� �
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#A � GIO\�S1Q@OYW�V
�I["QI2̂�N_��?RISJ@�S�@=RQ@�Q@MQVI�JG
JI["�R�`��I\���Q8J�XO�3VI@��� ��S%I@XQ@�

FINP�Q@� OJZÎ��I�XO�3VI@�Q@MQVI@�JG
JI� OMHIXGI� OEJ
�NJ@^����R�GI� OMHIXVI@�V
J`�N_OWV>RI�H3GI����

OEJ�OHT�OE2J@����S4P��GROHT�V
J`�N_OWV>RI�N_I.W�JH3GI�Q@MQ��NI2̂VI@�VIR^�XJ^��OVJ@����

 

 

(The foreign manufacturer should put DDA Registration No.in place of manufacturing 

license number of Nepali industry. To avoid confusion, foreign manufacturers should get 

approval of the label before printing) 

 

FFII``LLIIOOZZ --RRMM��\\I�I�OOMMHHIIXXDDII����OOJJEE@^@^OO]]VVI�I�KKII��/�/�XX��//33VVII@@�@@�OOGGOOW�W�##��AA����FFIILLIIII����
�
�XWXW@�@���KK
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