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CERTIFICATE OF A PHARMACEUTICAL PRODUCT
(CAPEPMAE LT HR)

(Pharmaceutical Product Approved in China)

This certificate conforms to the format recommended by the World Health Organization.

ZIEAFEH A D AHLS (WHO) HEFEMER.

EPwS
Certificate No.

Fz: )11 20190099

F: No. Sichuan20190099

HE /4 X (32 HH B SR A [ X/ X))
Importing Country /Region (Requesting
Country /Region)

h3: BRI

FL: Moldova

[l 2L 1 SR it

Name and Dosages Form of the Product

3 BE LB RN BB ERE H (pH4), S

H: Human Hepatitis B Immunoglobulin (pH4) for intravenous
Injection, Injection

[ELEEZ

Trade Name

P Ok

P : None

TETERST SR XS A TT]
Active  Ingredient(s) and  Strength[Not
disclosed to the public]

HF3C: ZRIFR N SIEERE A, 20001U/4 (501U/ml, 40ml/E)

¥ : Human Hepatitis B Immunoglobulin, 2000IU/vial (501U/ml,
40ml/vial)

AFEREE R AL T AL (FTHERD [
XFHMATT]

For  complete  composition  including
excipients, see attached[Not disclosed to the

. ZAFREPURPUABA =501U0/ml, ZZFHE 100g/L

HL: Anti-HBs potency =501U/ml, Maltose100g/L

Z R A SR IEL OETS L
=

Is this product strength licensed to be placed
on the market for use in the exporting country

2 (Yes) (W)

Z MR G OAE R NE LEA
Is this product strength actually on the market
in exporting country

2 (Yes) (V)
& (No) O

PERMAES (RRZGERS) Kt (%
%) If[a)

Number of product license (DMF number) and
date of issue

diyr. [ 253 S20083007 HEA: 20154 07 A 26 H

J: GYZZ S20083007; Date: July 26, 2022

Digitally signed by Chirtoaca Iurie
Date: 2022.09.19 16:41:45 EEST

Reason: MoldSign Signature
Location: Moldova




B EF R REL R LN TR (4 R 3 U113 K & PR 25V A BR FAE 4 7
FRANHHE) Name N . :
Manufacturer or Product-license holder(name #:: Sichuan YuandaShuyang Pharmaceutical Co.,
and address) Ltd.
Hi ik I o E AR T X A ) L
Address gt JieErNian, Zhonghe, High-tech Zone, Chengdu,
P.R.C.
WMRLGE BT HE AR A, 55 e F: FEA
SKRRAE P R Manufacturer | .. :
If the license holder is not the manufacturer, S3: Not applicable
the name and address of the manufacturer Hh ik F: REH
roducing the dosage form is
p . = Agdiess ZE3L: Not applicable

E I 2 ) R 5 1% 25
TG &

Does the certifying authority arrange for
periodic inspections of the manufacturing
plant in which the dosage form is produced

) 52 B A2 7= Al 3

& (Yes) ( V)

SE WKL 1 A

Periodicity of routine inspections (years)

~E—K
Once a year

EFRENRERE hEZG SRR
HATE B R

Do the facilities and operations conform to the
requirements of Chinese GMP

& (Yes) ( V)

HAED B3RP 15 & eh 4 N R E A kv, CEEREEM, e EiHaE. %55 02 RE),

This is to certify that the above product(s) comply with the relevant standards

of the P. R. China, have been registered and

authorized to be sold in China. The exportation of the product(s) is not restricted.

IER A 2 = 2022 12 31 H
This certificate remain valid until Dec. 31, 2022
2 FR T U2 5 B e
Name ZEX: Sichuan Drug Administration
: Hh ik P )14 AT E D 98 2, 610017
UEI = Address
Certifying authority FL: No98, Yu Sha Road, Chengdu, Sichuan
Province, P. R. China 610017
CiAET +86 28 8695 6301
Telephone number e
£ B +86 28 8691 9058/ "™
Fax g! 24
e *BN
Signature % | ﬂ
%% 5H =T
Stamp and date W? j é .
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