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CERTIFICATE OF A PHARMACEUTICAL PRODUCT

(B AR E e E TRy )

(Pharmaceutical Product Approved in China)

This certificate conforms to the format recommended by the World Health Organization.
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EBme haC: #520220024°5

(Certificate No.) S5 No, Jiangxi20220024
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Impoadtipe Moldova "

Country /Region

(Requesting Y. Malaysia;

Country /Region)

7 A BRI A 3. BIEANREERED (pHY)  FESH)

Name and Dosages
Form of the Product

: Human Immunoglobulin (pH4) Injection

# R4 HC: R GRARD
TradsNatgie #7: Bo Xin (Liquid)
RISA SRR | i, 5ol & ASREFREL2. 5 2.56/M (5%, 50n)
A
Active Ingredient(s) s : . )
and Strength[Not T Eacil 50ml contains Human Immunoglobulin 2.5g 2. 5g/vail
disclosed to the public] (5%, 50ml)
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For complete
composition including
excipients, see attached | _
P Maltose, WFI

[Not disclosed to the
public]
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Is this product
strength licensed to
be placed on the
market for use in the
exporting country

= (YES)
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Is this product
strength actually on
the market in
exporting country

= (YES)
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Number of product
license and date of
issue

. EZG#EFS9993012 2020-11-24

FW: GUOYAOZHUNZI S19993012 Nov.24th, 2020
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A e B 2 Name Y. China Resources Boya Bio—-pharmaceutical Group
m ETFTRAE A Co., Ltd
(ZFRFNHHE)
Manufacturer or . W EVL TN AR i B P ML T A X R B
Product-license 338 ]
holder(name and H 3k ) _ .
address) Address F: No. 333, Huiquan Road, high-tech industrial

development zone, Fuzhou City, Jiangxi
Province, China
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Does the certifying
autbor?ty. arrang.e for B (VES)
periodic inspections

of the manufacturing
plant in which the
dosage form is
produced

5E B A Y ) A . —ERK
Periodicity of routine

. . . Five times per year
inspections (years) R R

PR AR RS
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Do the facilities and = (YES)
operations conform to
the requirements of

Chinese GMP

WAL B RS R ARKAMER KinE, CEPEEM, #HFEFETZHE. %50 H DR R,
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.
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remain valid until
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Name Y. Jiangxi Medical Products Administration

. VLPAE R B bR R 15665

Hi bk :
Address P : No. 1566 East Beijing Road, Nanchang"{Cit}‘;,

Jiangxi Province, P.R. China

g
e Telephone | 0791-88158123
Certifying authority number

f& B

0791-88158100
Fax |
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