7-5/2021/EU/WC-0511
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(International Cell)

FDA, BhawanKotla Road,
New Delhi-110002

ook Dated: 7 7 FEB 7025

M/s. Biophore India Pharmaceuticals Pvt. L.
Plot No. 80A, Road No.5, Jawaharlal Nehru Pharma City,

E. Bonangi (V), Parawada (M), Anakapalli (D), Visakhapatnam-531021,
Andhra Pradesh, India

Subject: -Written Confirmation of M/s. Biophore India Pharmaceuticals Pvt. Ltd., Plot No.
80A, Road No.5, Jawaharlal Nehru Pharma City, E. Bonangi (V), Parawada (M), Anakapalli
(D), Visakhapatnam-531021, Andhra Pradesh, India as per requirement of EU for import of
active substances imported into the European Union (EU) for medicinal products for human use,
in accordance with Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,
Please refer to your online application no. WC/ED/2024/9389 dated 26.11.2024

submitted to ADC(l), CDSCO. Sub-Zone office, Vishakhapatnam and the

recommendation received from ADC (1), CDSCO, Sub Zone office, Vishakhapatnam on
the above noted subject.

Written Confirmation as required for active substances imported into the European
Union (EU) for medicinal products for human use, in accordance with Article 46b(2)(b) of
Directive 2001/83/EC from India is herewith granted subject to the following conditions: -

1. The Active Pharmaceutical Ingredients shall confirm to Good Manufacturing

Practices mentioned in the EU directives or other equivalent (GMP of WHO/ICH
Q7).

2. The manufacturer is subject to regular, strict and transparent controls and to the
effective enforcement of Good Manufacturing Practice, including repeated and

unannounced inspections, so as to ensure a protection of public health equivalent
to that in the EU.

3. The manufacturer is required to follow the Guidance document for Issue of Written
Confirmation as issued by CDSCO.

4. Written Confirmation shall be produced by the Authorized Exporter as and when
required by the Drug Regulatory Authority.

5. The Written Confirmation will be withdrawn in the events of non-compliance of
Standards.

6. This Written Confirmation, unless it is sooner suspended or cancelled, shall be
valid for a period of three years.



7. In the event of any non-compliance observed during inspections conducted by
Local or International Drug Authorities, the same shall be forwarded to this office
within 7 days of receipt of report.

8. In the event of any drug found not of standard quality, the same shall be reported
to this office within 7 days of receipt of report.

9. The manufacturer is required to comply to the provision of GSR 20(E) dated
18.01.2022.

Please note that Written Confirmation issued is liable to be suspended / cancelled,
if any of the conditions stipulated above are not complied with or in case of violation of
the provisions of the Drugs & Cosmetics Act, 1940 and the Rules thereunder as the case
may be.

Please acknowledge the receipt.

Annexure No. | No. of Products Date of Issue Valid Upto
- 01 Three Years from the
24 FEB 2‘025 Date of Issue

Yours faithfully,

DN o T NV N g
(Ranga Chal%gaLW

Joint Drugs Controller (India)
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§ GOVERNMENT OF INDIA

L \ANISTRY OF HEALTH & FAMILY WELFARE WC-0511
S0 Central Drugs Standard Control Organization CERTIFICATE NO. :

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

1. Name and address of site: M/s. Biophore India Pharmaceuticals Pvt. Ltd., Plot No.
80A, Road No.5, Jawaharlal Nehru Pharma City, E. Bonangi (V), Parawada (M),
Anakapalli (D), Visakhapatnam-531021, Andhra Pradesh, India.

2. Manufacturer's licence number: 07/VVSP/AP/2019/B/R

Regarding the manufacturing plant under (1) of the following Active substance(s)
exported to the EU for medicinal products for human use

List of API(s): ’

' S. No. | Active substance(s) Activity(ies)

| 01 Cannabidiol IH Manufacturing & Packing

ITEM ONE (01) ONLY

The issuing Regulatory Authority hereby confirms that:

The standards of good manufacturing practice applicable to this manufacturing plant are
at least equivalent to those laid down in the EU (= GMP of WHO/ICH Q7);

The manufacturing plant is subject to regular, strict and transparent controls and to the
effective enforcement of good manufacturing practice, including repeated and
unannounced inspections, so as to ensure a protection of public health at least
equivalent to that in the EU; and

In the event of findings relating to non-compliance, information on such findings is
supplied by the exporting third country without delay to the EU.

Date of Inspection of the plant: 13.07.2023 & 14.07.2023
The Written Confirmation remains valid until: Three Years from the Date of Issue.

The authenticity of this written confirmation may be verified with the issuing regulatory
authority.

This written confirmation is without prejudice to the responsibilities of the manufacturer to
ensure the quality of the medicinal product in accordance with Directive 2001/83/EC.

Address of the issuing regulatory authority. Central Drugs Standard Control
Organisation

FDA Bhawan, Kotla Road,
New Delhi- 110 002, India

Name and function of responsible person: Ranga Chandrashekar,
Joint Drugs Controller (India)

E-mail: ranga.cs@cdsco.nic.in;

Teiephone no.: +91-11-23236965

Fax no.: +91-11-23236973 /o

AN
¥

|
the t%lafl‘ﬁmwy and date
AT /&

~ SE¥EET/Chandrashekar Ranga =
4 b 3-ﬁ15« f-W'-fF (W) / Joint Drugs Controller(India) Siampf
Signature D:) ) U l/l—j e H?m o L BT (T, e v %
DS COXHQ) Dre. General of Healthgervices
:nw i i et R My of Healf®d Family Welfare
% 07, Bloen %, 4 Rl 110002/ Fp Bhawan, Kotls Rosd, New Delbi-110002




To,

7-5/2021/EU/WC-0511
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(International Cell)

FDA Bhawan, Kotla Road,
New Delhi-110002

Dated: ) § APR 2025

M/s. Biophore India Pharmaceuticals Pvt. Ltd.,

Plot No. 80A, Road No.5, Jawaharlal Nehru Pharma City,

E. Bonangi (V), Parawada (M), Anakapalli (D), Visakhapatnam-531021,
Andhra Pradesh, India

SUB:- Written Confirmation of M/s. Biophore India Pharmaceuticals Pvt. Ltd., Plot No. 80A,
Road No.5, Jawaharlal Nehru Pharma City, E. Bonangi (V), Parawada (M), Anakapalli (D),
Visakhapatnam-531021, Andhra Pradesh, India as per requirement of EU for import of active
substances imported into the European Union (EU) for medicinal products for human use, in
accordance with Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,

Please refer to your online application no. WC/ED/2025/9710 and WC/ED/2024/8800
~ submitted to ADC(l), CDSCO, Sub-Zone office, Vishakhapatnam and the recommendation
received from ADC (I), CDSCO, Sub Zone office, Vishakhapatnam on the above noted subject.

Written Confirmation as required for active substances imported into the European Union

(EU) for medicinal products for human use, in accordance with Article 46b(2)(b) of Directive
2001/83/EC from India is herewith granted subject to the following conditions: -

1.

The Active Pharmaceutical Ingredients shall confirm to Good Manufacturing Practices
mentioned in the EU directives or other equivalent (GMP of WHO/ICH Q7).

The manufacturer is subject to regular, strict and transparent controls and to the effective
enforcement of Good Manufacturing Practice, including repeated and unannounced
inspections, so as to ensure a protection of public health equivalent to that in the EU.

The manufacturer is required to follow the Guidance document for Issue of Written

Confirmation as issued by CDSCO.

Written Confirmation shall be produced by the Authorized Exporter as and when required
by the Drug Regulatory Authority.

The Written Confirmation will be withdrawn in the events of non-compliance of Standards.



6. This Written Confirmation, unless it is sooner suspended or cancelled, shall be valid for a

g,

period of three years.

In the event of any Non Compliance observed during inspections conducted by Local or
International Drug Authorities, the same shall be forwarded to this office within 7 days of
receipt of report.

In the event of any drug found not of standard quality, the same shall be reported to this
office within 7 days of receipt of report.

The manufacturer is required to comply with the provisions of GSR 20(E), dated
18.01.2022.

Please note that Written Confirmation issued is liable to be suspended / cancelled, if any

of the conditions stipulated above are not complied with or in case of violation of the provisions of
the Drugs & Cosmetics Act, 1940 and the Rules thereunder as the case may be.

Please acknowledge the receipt.

Annexure No. | No. of Products Date of Issue Valid Upto
- 01 27.02.2025 26.02.2028
01 02 75 APR 2075 26.02.2028
02 09 75 APP 2095 26.02.2028

Yours faithfully,

Univn O e AR g~

210 ‘l ~
Ranga Chand}é\sn ’k?:
Joint Drugs Controller (India)

<EI@T TTYChandrashekar Ranga
i shafty Fria () / Joint Drugs Controller(India)
€.D.5.C.O(HQ) Dte. General of Health Services
wmsﬂwmmm/mmommms-mwm
wmminam#ﬁa,&nmwmmmmmm-nm



3| Signature

GOVERNMENT OF INDIA Annexure -01

4L MINISTRY OF H
sy EALTH & FAMILY WELFARE -
» Central Drugs Standard Control Organization CERTIFICATE NO. : WC-0511

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

(]l 1. Name and address of site:  M/s. Biophore India Pharmaceuticals Pvt. Ltd.,

Plot No. 80A, Road No.5, Jawaharlal Nehru Pharma City,

E. Bonangi (V), Parawada (M), Anakapalli (D),

Visakhapatnam-531021, Andhra Pradesh, India
J| List of APIs:

S. No. | Active substance(s) Activity(ies)

01 Mexiletine Hydrochloride IH Manufacturing & Packing

02 Ramelteon IH Manufacturing & Packing
ITEM(S) TWO (02) ONLY

: The Written Confirmation remains valid until: 26.02.2028

FINV Y r S UV Ve
2\ \0\4)0{’

<Z9ET TT/Chandrashekar Ranga
7w ofafly P (WD) / Joint Drugs Controller(India)
i3 m&mﬁmwm(g@m.wémmﬁém
€.D.5.C.O(HQ), Dte. General of Health Services
<areazy o T I VAT / Miinistry of Health and Family, Welfare
vrre 2 g, 7 REele1 10002 / FDA Bhavaa, Kotla Road, New Dethi-110002




GOVERNMENT OF INDIA

, Annexure-02 [
1 MINISTRY OF HEALTH & FAMILY WELFARE . WC-0511 [E
¥ Central Drugs Standard Control Organization CERTIFICATE NO. : - :

(((g Written confirmation for active substances imported into the European Union (EU) for medicinal »)))
((((! products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC »)))
((((j 1. Name and address of site: M/s. Biophore India Pharmaceuticals Pvt. Ltd., )
((((i Plot No. 80_A, Road No.5, Jawaharlal Neh-ru Pharma City, D)))
== E. Bonangi (V), Parawada (M), Anakapalli (D),
((((! Visakhapatnam-531021, Andhra Pradesh, India »)))
(@ Listof APIs: )
((((i S. No. A_ctlve substapce(s) Actlwty(les_) ' »)))
((((i 01 chhlorphenamld_e IH Manufactur!ng & Pack!ng D)))
S5 02 Fenoprofen Calcium IH Manufacturing & Packing
((((! 03 Gadoteridol IH Manufacturing & Packing D)))
((((g 04 Favipiravir IH Manufacturing & Packing »)))
((((! 05 Molnupiravir IH Manufacturing & Packing »)))
((((i 06 Naphazoline Hydrochloride Manufacturing & Packing »)))
(@ IH/USP/Ph. Eur )
(((C 07 Safinamide Mesylate IH Manufacturing & Packing '))))
((((j 08 Sapropterin Dihydrochloride IH/USP Manufacturing & Packing D)))
((((j 09 Urapidil Hydrochloride IH Manufacturing & Packing D)))
((((j ITEM(S) NINE (09) ONLY b)))
((((! This certificate is being issued subject to condition that the firm shall obtain NOC from the »)))
((((! Competent Authority, on case to case basis, to manufacture the above-mentioned active ’))))
((((! substances for the purpose of export only, as the above-mentioned active substances are b)))
((((i not approved for manufacture for sale in India. D)))

The Written Confirmation remains valid until: 26.02.2028

((C i am /oj the aultho  an) ﬂa e D)
(((C Signature 9/\\ B L/H & pj,, Jj{h f') s ;? : »))g
(@ s s Dt Cnle i) s/ R
((i e cp.sciim &;mlvmommﬂf:‘;ﬂmm | b
((((é T@umﬁzﬁd%ﬂlmrmmmmm 2 h AP R 2025 »)))




To,

SUB:-

7-5/12021/EU/WC-0511
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(International Cell)

FDA Bhawan, Kotla Road,
New Delhi-110002

Dated: | § JAN 2075

M/s. Biophore India Pharmaceuticals Pvt. Lid.,

Plot No. 80A, Road No.5, Jawaharlal Nehru Pharma City,

E. Bonangi (V), Parawada (M), Anakapalli (D), Visakhapatnam-531021,
Andhra Pradesh, India

Written Confirmation of M/s. Biophore India Pharmaceuticals Pvt. Ltd., Plot No. 80A,

Road No.5, Jawaharlal Nehru Pharma City, E. Bonangi (V), Parawada (M), Anakapalli (D),
Visakhapatnam-531021, Andhra Pradesh, India as per requirement of EU for import of active
substances imported into the European Union (EU) for medicinal products for human use, in
accordance with Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,

Please refer to your online application no. WC/ED/2025/9099 submitted to ADC (), CDSCO,
Sub-Zone office, Visakhapatnam and the recommendation received from ADC (I), CDSCO, Sub
Zone office, Visakhapatnam on the above noted subject.

Written Confirmation as required for active substances imported into the European Union

(EU) for medicinal products for human use, in accordance with Article 46b(2)(b) of Directive
2001/83/EC from India is herewith granted subject to the following conditions: -

1

The Active Pharmaceutical Ingredients shall confirm to Good Manufacturing Practices
mentioned in the EU directives or other equivalent (GMP of WHO/ICH Q7).

The manufacturer is subject to regular, strict and transparent controls and to the effective
enforcement of Good Manufacturing Practice, including repeated and unannounced

inspections, so as to ensure a protection of public health equivalent to that in the EU.

The manufacturer is required to follow the Guidance document for Issue of Written
Confirmation as issued by CDSCO.

Written Confirmation shall be produced by the Authorized Exporter as and when required
by the Drug Regulatory Authority.

The Written Confirmation will be withdrawn in the events of non-compliance of Standards.



6. This Written Confirmation, unless it is sooner suspended or cancelled, shall be valid for a
period of three years.

7. In the event of any Non Compliance observed duﬁng inspections conducted by Local or

International Drug Authorities, the same shall be forwarded to this office within 7 days of
receipt of report.

8. In the event of any drug found not of standard quality, the same shall be reported to this
office within 7 days of receipt of report.

9. The manufacturer is required to comply with the provisions of GSR 20(E), dated
18.01.2022.

Please note that Written Confirmation issued is liable to be suspended / cancelled, if any
of the conditions stipulated above are not complied with or in case of violation of the provisions of
the Drugs & Cosmetics Act, 1940 and the Rules thereunder as the case may be.

Please acknowledge the receipt.

| Annexure No.

No. of Products Date of Issue Valid Upto
- 01 27.02.2025 26.02.2028
01 02 25.04.2025 26.02.2028
02 09 25.04.2025 26.02.2028
03 03 1 5 JAN 20726 26.02.2028
04 04 1 5 JAN 2076 26.02.2028

Yours faithfully,

lf Ol
Dr. Ranga Chandrashekar
Joint Drugs Controller (India)
et IM/Chandrashekar Ranga
& (v / Joint Drugs Conli olter{India)
2 (TR, TR Wl R

sneral of Health Services

I Mimisiry of Health nnd Fanty Welfare

B egn atea i ok Bt 10007, FOA Mhawas, Kot Road, Mew D - 110002



" GOVERNMENT OF INDIA P n—

h MINISTRY OF HEALTH & FAMILY WELFARE
Central Drugs Standard Control Organization CERTIFICATE NO. : WC-0511

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

1. Name and address of site: M/s. Biophore India Pharmaceuticals Pvt. Ltd.,
Plot No. 80A, Road No.5, Jawaharlal Nehru Pharma City,
E. Bonangi (V), Parawada (M), Anakapalli (D),
Visakhapatnam-531021, Andhra Pradesh, India

List of APlIs:

'S.No. |Active substance(s) Activity(ies)

1 e L T T4 o e e e Y e 1
Il 1 1] i il il i i) i {1l

2 s 20
.

01 Dibasic Potassium Phosphate IH/USP Manufacturing & Packing

"

02 Monobasic Potassium Phosphate IH/USP Manufacturing & Packing

e

03 Prucalopride Succinate IH Manufacturing & Packing

e

ITEM(S) THREE (03) ONLY

The Written Confirmation remains valid until: 26.02.2028

{'i
«
\‘
3

Un o~ drr o MNa kA~
Signature i [0 | J’h%

EstE TTYChandrashekar Ranga
W1 Frtae (wigd) / Joint Drgs Controller{India) X
i A (), AT e ke "‘./%‘(?1:' —
¢ D3.C.O(HQ}, Die. General of Health Services N amiy e~
5 e S AT { Ministry of Health and Family Welfare ik

o7 7, o B 10002 FDA Bhawses, Kodla Roadd New Deli-110002 ] SJAN 2026
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% GOVERNMENT OF INDIA
WL AINISTRY OF HEALTH Annexure-04 |
s & FAMILY WELFARE
8P Central Drugs Standard Control Organization CERTIFICATE NO.: WC-0511

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

1. Name and address of site: M/s. Biophore India Pharmaceuticals Pvt. Ltd.,
Plot No. 80A, Road No.5, Jawaharlal Nehru Pharma City,
E. Bonangi (V), Parawada (M), Anakapalli (D),
Visakhapatnam-531021, Andhra Pradesh, India

List of APls:

S. No. | Active substance(s) Activity(ies)

01 Bempedoic Acid IH Manufacturing & Packing

02 Cenobamate IH Manufacturing & Packing

03 Risdiplam IH Manufacturing & Packing

04 Tafamidis |H Manufacturing & Packing

ITEM(S) FOUR (04) ONLY

| This certificate is being issued subject to condition that the firm shall obtain NOC from the |&
Competent Authority, on case to case basis, to manufacture the above-mentioned active (g

substances for the purpose of export only, as the above-mentioned active substances are
either new drug or not approved for manufacture for sale in India.

The Written Confirmation remains valid until: 26.02.2028

W\M\M\U\N

Signature IS \O' [lg

FRNET Y Chandrashekar Ranga

T T 7% (HrE) / Joint Drugs Coentroller(India)

AT BT (SEATE), S Nl e
— “C D.S.COHO Die. Geperal of Health Services

-nM M r -_1!1?!.5{ W.ﬁm ! Ministry of Health and Family Welfare

70 A, e 0, feef | 10002, FDOA Bhwwam, Kot Rosd, Mew Delki-1 10007

i3 afwl
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