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Translation

Hubei Medical Products Administration

Notice on Drug GMP Compliance Inspection Results
No.: E GMP No. 2022-22

Drug marketing Wuhan Humanwell Pharmaceutical Co., Ltd.

authorization

holder

Scope/variety of Lyophilized powder for injection and small-volume injection

inspection

Inspected site No. 8 Biopark Road, East-Lake New Technology Development Zone,
Wuhan, Hubei, China

Inspected Manufacturing line (2) of lyophilized powder for injection in workshop 2 for

manufacturing lyophilized powder for injection

workshop/line Manufacturing line (2) of small-volume injection in workshop 2 for
small-volume injection

Duration of From Mar. 22, 2022 to Mar. 25, 2022

inspection

Conclusion of Upon review, the drug GMP compliance inspection met the requirements of

inspection Good Manufacturing Practice (revised in 2010), and the inspection result is
hereby notified.

Sent to Wuhan Humanwell Pharmaceutical Co., Ltd.

Cc Wuhan Branch of Hubei Medical Products Administration

Remark

Stamp: Hubei Medical Products Administration
Jun. 20, 2022
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PEOPLE’S REPUBLIC OF CHINA

3

CERTIFICATE OF A PHARMACEUTICAL PRODUCT

| O 452 JERA

(EAEFEME LT R)

(Pharmaceutical Product Approved in China)

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

ZUE AR A A BAELIZ (WHO) HEZE A% X

20230004
(Certificate No.) ¥ HuBei20230004
/ ( /)
Importing Country /Region .
(Requesting C ountry Region) 3. Azerbaijan, Uzbekistan, Moldova, Georgia

Name and Dosages Form of the

Product

X Deproteinized Calf Blood Extractives Injection

Injection

Trade Name

F: N/A

[

Active Ingredient(s) and
Strength[Not disclosed to the
public]

1

200m g

¥ X Deproteinized Calf Blood Extractives  200mg

[ ]

For complete composition including
excipients, see attached[Not disclosed

80

#: calf blood, sodium chloride, polysorbate—80, water for

to the public] injection
Yes
Is this product strength licensed to be
placed on the market for use in China
Yes

Isth sproductstrength actually on the
m arketin Chiha
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Number of product license
and date of issue

F 3L GYZZH20003062  October 29th 2019

Name

J > : Wuhan Humanwell Pharmaceutical Co., Ltd.

Manufacturer or Product-license

holder(name and address)

Address

3. No,8, Biopark Road, East—lake New
Technology Development Zone, Wuhan, Hubei

Province, P. R. C.

M anufact

urer

3 N/A

If the Icense hoHer B not the
m anutacturer, the nam eand addressot

them anufacturerproducing the dosage
fom B

Address

¥ N/A

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

Yes

Periodicity of routine inspections
(years)

Has the manufacture of this type of
dosage form been inspected

Yes

WHO

Do the facilities and operations conform
to GMP as recommended by the World
Health Organization

Yes

Has the manufacture of this type of
dosage form been Does the information
submitted by the applicant satisfy the
certifying authority on all aspects of the

manufacture of the product

Yes

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.

2025 1 8
This certifcate rem an
valid until Jnuary 8th 2025
Name ¥ 3(: Hubei Medical Products Administration
19




Certifying authority

Address .
3 : No.19 Gongzheng Road, Wuchang District,

Wuhan City, Hubei Province.

Telephone number

Fax

Spnature

Stam p and date
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