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Certificate of a Pharmaceutical Product

UEFI5: 2018011

No. of Certificate: 2018011
O CRE) B/ HE
Exporting (certifying) country: China
B RO H:
B 5= BUGGNUE. ARP N PR BRI, FTIEFE R,
WL, '%%ﬂ\%mw %@ﬁ EPEJE 7Y L. &%\%%wﬂ EZ
FERE, SR, B M. ABR. B, BfrE, BED, ERUNARN.
FRILA . 38 D\ T N )

Importing (requesting) country:

3

Russia, Ukraine, Uzbekistan, Belarus, Kazakhstan, Moldova, Azerbaijan, The
Republic of Armenia, Georgia, Singapore, Philippines, Indonesia, Peru, Columbia,
Dominica Republic, Uruguay, Egypt, South Aftrica, Jordan, Brazil, Paraguay, Panama,
Costa Rica, The Republic of El Salvador, Thailand, Chile, Mongolia.
L AR FRAIFI Y.
VESTR AL AL KIME  2.5TUME, 401U, 4.STUME, 101UAK, 120U/
Name and dosage form of product:
Recombinant Human Growth Hormone for Injection
2.51U/vial, 4.01U/vial, 4.51U/vial, 10IU/vial, 12IU/vial
L1 P A3 RO/ A 7
HHNERBE 251U, 4.01U, 451U, 101U, 121U
Active ingredient(s) and amount(s) per unit dose:
Somatropin (IU) 2.5, 4.0, 4.5, 10, 12
JEVE M A> CHlih) 7 Excipients:

HE M/ Glycine

JEME/ Sucrose

It i -80/ Tween-80

FRR %R/ Methionine

1 h 22 P/ Phosphate Buffer Solution



VRS 7K/ Water for Injection
1.2 2 ShoR A AE H 1 E kAL BT R ?
Is this product licensed to be placed on the market for use in the exporting
country? Yes
1.3 AghEH D ERE A CE BT &
Is this product actually on the market in the exporting country? Yes
1.2 M EERE RN, WAks: 2A #5) Ik 2B #H5
If the answer to 1.2 is yes, continue with section 2A and omit section 2B;
f 1.2 BRI, Mkt 24 #5 JF4kak 2B .
If the answer to 1.2 is no, omit section 2A and continue with section 2B.
2A 1 25 S AE S AU H Y -
¥ 24577 S20000001 (2.51U) , 2015 4 8 A
K 25 %k 5 $20010032 (4.01U) , 2015 £ 8 A
[E 255 $10980101 (4.51U) , 2015 4 8 A
[E 24757 $10980102 (101U) , 2015 4 8 H
E 259k $20173003 (121U) , 2017 4E 5 A
Number of product license and date of issue:
China Drug Approval No. $20000001 (2.51U) , August, 2015
China Drug Approval No. $20010032 (4.0IU) , August, 2015
China Drug Approval No. $10980101 (4.51U) , August, 2015
China Drug Approval No. $10980102 (10IU) , August, 2015
China Drug Approval No. $20173003 (12IU) , May, 2017
2A.2 % SO S CRRRATHLIED
KA & S P IR AR A PR 7]
A AR AR T R ORI 72
Product-license holder (name and address):
GeneScience Pharmaceuticals Co., Ltd
Registered address: No.72, Tianhe Street, High-Tech Development Zone, Changchun,
Jilin Province, China
MERE R A E AR K BT R Bk B 1718 5
Manufacturing address: 1718 Yueda Road, High-Tech Development Zone,
Changchun, Jilin Province, China V
2A.3 B HESCS R E S a ‘

Status of product license holder: a



(a) il CGRIFRD Azl

(a) Manufactures the dosage form;

(b) A3 Rl hRAE 0 B — S 2 B A, ik

(b) Packages and/or labels a dosage form manufactured by an independent
company; or

() LI AR,

(c) Is involved in none of the above.

2A 3.1 0 TKH b A e 2 AR AT NS

For categories b and ¢ the name and address of the manufacturer producing the

dosage form is: Not applicable.

2A.4 M 2 TIE S AEA ;

Is summary basis of approval appended? Not applicable

2A5 BRI R 7 RO e R 5F AR — B & b

Is the attached, officially approved product information complete and consonant

with the license? Yes

2A6 ATER R 524 R B R (AR REAF? &

Applicant for certificate, if different from license holder (name and address): No

2B.1 ERHEE (AL

Applicant for certificate (name and address):

2B.2 FEH AL

Status of applicant:

2B.2.1 T2 b il ¢ ZiFA R AL

For categories b and ¢ the name and address of the manufacturer producing the

dosage form is:

2B.3 At Al ETHR?

Why is marketing authorization lacking?

R TR AT R R R R A

not required/not requested/under consideration/refused:

2B.4 VL

Remarks:

3. KSR R T AR FE e A &

Does the certifying authoﬁty arrange for periodic inspection of the

manufacturing plant in which the dosage form is produced? Yes

s, B R 4R R 4



(a) Zih CHRIFRD ARl

(a) Manufactures the dosage form;

(b) AMEEER/EhRAE I i — ST A R 2

(b) Packages and/or labels a dosage form manufactured by an independent
company; or

() LA E¥AE.

(c) Is involved in none of the above.

2A 3.1 WA b A ¢ e AT AEH

For categories b and ¢ the name and address of the manufacturer producing the

dosage form is: Not applicable.

2A.4 A RIEWISCE? AEH ]

Is summary basis of approval appended? Not applicable

AL I IR T 7 AR R T S AR A — B Fu

Is the attached, officially approved product information complete and. consonant

with the license? Yes

Mﬁ$ﬁ%%$%ﬁ5%%%ﬁi%ﬁﬁ%(%%ﬁﬂﬂ)%ﬁ%@?ﬁ

Applicant for certificate, if different from license holder (name and address): No

2B.1 T A E (AL

Applicant for certificate (name and address):

2B.2 FHEHE HIHAL:

Status of applicant:

IR T b F ¢ ZHFIE R A AL

For categories b and ¢ the name and address of the manufacturer producing the

dosage form is:

2B.3 Jttaipd BT RS

Why is marketing authorization lacking?

R T SRS R AR A

not required/not requested/under consideration/refused:

2B.4 &1L

Remarks:

3, BES R AT HHE AR R E R E? =

Does the certifying authofity arrange for periodic inspection of the

manufacturing plant in which the dosage form is produced? Yes

b, BRI R A 4



If no, or not applicable proceed to question 4

3.0 ENMEE IR (5 - A

Periodicity of routine inspections (years): Annual

32 R R AR A =

Has the manufacture of this type of dosage form been inspected? Yes
3.3 AR 4 S AR P R TR A T AR AR ) GMP BER?
Do the facilities and operations conform to GMP as recommended by the World .
Health Organization? Yes

4, TE 24 5 R 75 0T S 3 BRI 1 S A A P A 7 T BRI B R
Does the information submitted by the applicant satisfy the certifying authority
on all aspects of the manufacture of the product? Yes

W, AR

If no, explain:

L

MR A 2O N P A

Valid for two years

yan b cf v

ARG B 24 T R B R

A N B A ] 55 PR 2 B BRI R XLV 657 5
Address of certifying authority:

JILIN PROVINCIAL FOOD AND DRUG ADMINISTRATION

No. 657 Zhanjiang Road, Economic-Technological Development Zone, Changchun,

Jilin Province, China
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NOTARTAL CERTIFICATE

(Translation)

(2019) J C X W Z WM Zi, No.4470
Applicant: Changchun GeneScience Pharmaceutical Co., Ltd.
(Former Name : Changchun GeneScience Pharmaceutical Co., Ltd.),
Business License Unified Social Credit Code:
91220101244976237H, Address: 72, Tianhe Street, Changchun
High-tech Development Zone. »
Legal Representative: Ma Ji, male, born on April 21, 1965,
ID Card No. 220104196504215013. :
Agent: Mu Zhenbei, male, born on Sep. 14, 1987, ID Card No.
220204198709145412.
Issue under notarization;'CERTIFICATEvOE A PHARMACEUTICAL
PRODUCT '
This is to certify that the original of CERTIFICATE OF A
PHARMACEUTICAL PRODUCT issued by JILIN PROVINCIAL FOOD AND
DRUG ADMINISTRATION on April 8, 2018 conforms to the foregoing

copy, and that the original document is authentic.

Notary: Wang Nan

Xinwei Notary Public Office of

Changchun City, Jilin Province

The People’ s Republic of China
April 16, 2019

[ 18760563
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The Embassy of the Republic of Mpwova
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authenticates the pr ing signature and stamp,
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Name, surname

Position

The Embassy of the Republic

is not responsibie for the content
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