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Government of Telangana
DRUGS CONTROL ADMINISTRATION

DRUGS CONTROL ADMINISTRATION
TELANGANA

L.Dis.No.1968/DD-1/Mfg/2023 Dated: 2.2-.06.2023

To

M/s.Ichor Biologics Pvt. Ltd.,

Sy.No. 222P, Turkapally Village,

Shameerpet Mandal, Medchal —Malkajgiri District,
Telangana State- 500078, India.

Sir,

Sub: Drugs and Cosmetics Act, 1940 and Rules made thereunder - Issue of World
Health Organisation G.M.P. Certificate — Regarding.

Ref: 1. Your letter dated: 22.12.2022
2. Joint Inspection report dt: 15.03.2023 & 16.03.2023
3. Compliance submitted by the firm dt: 20.04.2023
4. Compliance verification report submitted by CDSCO, Hyderabad dt: 09.06.2023
5. Compliance submitted by the firm dt: 16.06.2023
6. Compliance verification report of Drugs Inspector, Shameerpet dt: 20.06.2023

-X-X-X-X

With reference to your application cited, | forward herewith WORLD HEALTH
ORGANISATION GOOD MANUFACTURING PRACTICE Certificate for the products
mentioned in the Inspection Report of the Officer of Drugs Control Administration, Telangana
State vide reference 6" cited.

This Certificate is valid for a period from 20.06.2023 to 19.06.2026.

N | Yours faithfully,

ATTESTED

Deputy Director-I,
Licensing and Certifying Authority

K. SURYANARAYANA
Authorised Signatory
Andhra Chamber of Commerce
Secunderabad-500003 (India)
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Government of Telangana
SRS COMRe e N DRUGS CONTROL ADMINISTRATION

g, A
L.Dis.No.1968/DD-1/Mfg/2023 Dated: 20.06.2023

LIST OF PRODUCTS APPROVED UNDER WHO-GMP
CERTIFICATIONSCHEME FOR EXPORT PURPOSE

1. Human Albumin Solution 20% EP 100 mL
Composition:
Each vial contains:
Total Protein -200 g/L
Sodium Caprylate not less than - 0.08 mmol / g of protein
N-Acetyltryptophan not more than - 0.08 mmol / g of protein
Na+ content not more than - 160 mmol/L
K+ content - <2 mmol/L
Aluminium content - <200 ug/L
Does not contain Preservative

2. Normal Immunoglobulin for Intravenous Use 5% B.P. 100 mL
Composition:
Each vial contains:
Total Protein - 50 g/L
Immunoglobulin G - NLT 95%
Stabilizer Maltose - 10%
[gA content - <30 mg/L
[gG subclass distribution — Normal
Does not contain Preservative

3. Normal Immunoglobulin for Intravenous Use 5% B.P. 50 mL
Composition:
Each vial contains:
Total Protein - 50 g/L
Immunoglobulin G - NLT 95%
Stabilizer Maltose - 10%
IgA content - <30 mg/L
IgG subclass distribution - Normal
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Government of Telangana
m o DRUGS CONTROL ADMINISTRATION

Tl

3e
L.Dis.No.l968/DD-l/Mfg/2023 Dated: 20.06.2023

4. Human Albumin Solution 20% EP 50 mL
Composition:
Each vial contains:
Total Protein - 200 g/L
Sodium Caprylate not less than - 0.08 mmol / g of protein
N-Acetyltryptophan not more than - 0.08 mmol / g of protein
Na+ content not more than- 160 mmol/L
K+ content not more than - 2 mmol/L
Aluminium content not more than - 200 pg/L
Does not contain Preservative

5. Fibrin Sealant Kit 1 mL BP
Composition:
Each Kit contains:
I vial for Fibrinogen Concentrate, Lyophilized, which after reconstitution gives 1 mL solution
of
Fibrinogen Clottable protein - Not less than 40 mg
I vial for Thrombin 500, lyophilized, (human) - 500 [U
I vial for Calcium chloride solution - 40 mmol CaCly/L

Manufacturer : M/s. Ichor Biologics Pvt. Ltd.,
Sy.No. 222P, Turkapally Village,
Shameerpet Mandal,
Medchal ~Malkajgiri District,
Telangana State- 500078, India.

When applicabie : Placing the product on the market
as detailed above

[tis certified that the above products had been authorized to be placed on the market for use in the
Country and exporting countries.

Drug License No. : 02/RR/AP/2013/BP/CC, dated: 13-09-2013 in Form 28E, valid up to

31-03-2026.
ot
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Government of Telangana
DRUGS CONTROL ADMINISTRATION

DRUCS CONTRDL ADMINISTRATION
TELANGANA

L.Dis.No.1968/DD-1/Mfg/2023 Dated: 20.06.2023

It is also certified that (a) the manufacturing plant in which the product is produced is
Subject to inspection at suitable intervals.

The Unit M/s. Ichor Biologics Pvt. Ltd., Sy.No. 222P, Turkapally Village, Shameerpet Mandal,
Medchal -Malkajgiri District, Telangana State- 500078, India was inspected jointly by
Mr.B.Praveen, Drugs inspector, Drugs Control Administration, Hyderabad, Ms.Heema Naik,
Drugs Inspector, CDSCO, Hyderabad and Mr.Sravan Kumar, ADI, CDSCO, Hyderabad on
15.03.2023 & 16.03.2023.

(b) The manufacturer conforms to requirements for Good Manufacturing Practices in the
manufacturer and Quality Control (As recommended by the World Health Organisation) in respect
of 05 (Five) product to be sold or distributed with in the Country or origin (or to be exported).

This Certificate is valid for a period form 20.06.2023 & 19.06.2026.
iy ;

S a

Yours faithfully,

Deputy Director-I,
Licensing and Certifying Authority
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