For Imported and Exported products
Rules for the Certificate holder
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1. Itis valid only the period described in the Certificate.
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2. Only the business mentioned in the certificate is authorized and cannot transfer to
other business without approval of regulatory authority.
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3. The information and products described in the certificate are not allowed to edit or
omit.
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4, The imported or exported product must be identical to the information of the
product described in the certificate. Any deviation will be the responsibility of
certificate holder.
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5.  For the parallel importation, the certificate holder has to mention the importer’s/
Exporter’s name and address on the label and take the responsibility of post market
surveillance activity.
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6. This certificate is not allowed to advertise in any media.
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10.

The certificate holder is responsible for quality & performance of their products.
They have to report any Adverse Event to Regulatory Authority and take Post Market
Surveillance activities as necessary.
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The certificate holder has to submit the complete record of importation, exportation
and distribution six monthly.
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The certificate holder has to follow the existing rules and regulations of Department
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of Food and Drug Administration.
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Any violations of above disciplines being found, the penalties will be taken

according to the existing rules and regulations.
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For Manufacturer license
Rules for the Certificate holder
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1. Itisvalid only the period described in the Certificate.
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2.  Only the business mentioned in the certificate is authorized and cannot transfer to
other business without approval of regulatory authority.
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3. The information and products described in the certificate are not allowed to edit or
omit.
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4. The certificate holder is responsible for quality & performance of their products.
They have to report any Adverse Event to Regulatory Authority and take Post Market
Surveillance activities as necessary.
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5. The certificate holder has to submit the complete record of production and

distribution six monthly.
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6. This certificate is not allowed to advertise in any media.
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10.

The certificate holder has to apply product registration certificate for all medical
devices within 90 days after getting manufacturer license certificate. The certificate
holder having manufacturer license and product registration can place the medical

devices in the market.
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The certificate holder has to apply the renewal application for manufacturer license
at least 90 days before the expired date of manufacturer license.
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The certificate holder has to follow the existing rules and regulations of Department
of Food and Drug Administration.
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Any violations of above disciplines being found, the penalties will be taken

according to the existing rules and regulations.

C N < < C Qo o ¢ < C C N < < < C
SQCD(T)O’]O)&:GﬂeZO)eZ(DGZQﬂDgO? Q?(D§361§ ({I(T)(?(D(S](D 03&&)0)@86{]88 o>p_o:ooez|

C 2 o C CD o o CO C
C\?O(IPoC\PO§aoqpo39q 3966}&3@00961@@”



For Product Registration
Rules for the Certificate holder
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1. Itisvalid only the period described in the Certificate.
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2. Only the business mentioned in the certificate is authorized and cannot transfer

to other business without approval of regulatory authority.
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3. The information and products described in the certificate are not allowed to

edit or omit.
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4. The brand name and other information of the products must be identical to the
information of the product described in the certificate. Any deviation will be the
responsibility of certificate holder.
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5. The certificate holder is responsible for quality & performance of their products.
They have to report any Adverse Event to Regulatory Authority and take Post

Market Surveillance activities as necessary.
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6. This certificate is not allowed to advertise in any media.
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10.

The certificate holder has to submit the complete record of distribution six

monthly.
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The certificate holder has to apply the renewal application for product
registration at least 90 days before the expired date of product registration
certificate.
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The certificate holder has to follow the existing rules and regulations of

Department of Food and Drug Administration.
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Any violations of above disciplines being found, the penalties will be taken

according to the existing rules and regulations.
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For One time
Rules for the Certificate holder
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1. Itis valid only the period described in the Certificate.
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2. Only the business mentioned in the certificate is authorized and cannot transfer
to other business without approval of regulatory authority.
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3. The information and products described in the certificate are not allowed to

0

edit or omit.
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4. The imported product must be identical to the information of the product
described in the certificate. Any deviation will be the responsibility of certificate

holder.
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5. The certificate holder is responsible for quality & performance of their products.
They have to report any Adverse Event to Regulatory Authority and take Post
Market Surveillance activities as necessary.

<

U)CDgC OD@G&)«»OO)& Gﬁ 3961@39@38 ?Cg@ G&)OCQ@&% ST.)(TOJQQ{PS 39(78(73
393339?@@ C\)(D?U)(T)CGQ)OCOD(D U)OO@CDGIG@@O)OD&CII 80 oO’JCOgC DD[D_D'
G@SOQ&S%QOU)O&@Q &PKT{I[S@O)GIOO)O)OBU)O)QO @ODGOTO’](T) 390)’333963330’)?(03
G&)°6]° (c)(T\)G °O°Oe)° o) 08 ODO)E°GO°8[§8°I 003398633’3 cQls (TC)G(D’J(%@(C)
sokogSadeqsiBigogo} seorgés of Q0gode00¢
¢ c _Oo¢ (o] C (o] c C ¢
@@ﬁ‘,@CS&?CQD(DQQOQPSO? G&)DC&@Q@&II

6. This certificate is not allowed to advertise in any media.
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The certificate holder has to follow the existing rules and regulations of
Department of Food and Drug Administration.
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Any violations of above disciplines being found, the penalties will be taken
according to the existing rules and regulations.
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