Certificate of a Pharmaceutical Product
E3) M UE i +
This certificate conforms to the format recommended by the World Health Organization
ZAE B A A PAHL (WHO) HEZERIRS .
No. of Certificate: 20180396 e
IEF45: 20180396

Exporting (certifying) Country: China Digitally signed by Margina Veaceslav
porting (certifying) fy: nha Date: 2019.03.18 22:09:30 EET
HAOR.: & Reason: MoldSign Signature J

A
Importing (requesting) country: Democratic Republic of the Congo, Philipbff88°¥MidfoYfaq, Venezuela, Uzbekist341>x .
O RIS () FEEE - W] - P - NG - 522505 ilE
1. Name and Dosages form of product : Sodium Lactate Ringer's Injection-500ml
Zian B SR - ZURE A 5R-500m!
Active ingredient(s) and amount(s) per unit dose : Sodium Lactate 1.69, Sodium Chloride 3.0g, Potassium Chloride 0.29,
Calcium Chloride Dihydrate 0.135g
AR%r SR - 2R 1.69, E(L#73.09 - &(LF 0.29 - HYLFE 0.135g
1.1For complete composition including excipients : None
AFEAREVE S FEN G TT: G
1.2 Is this product licensed to be placed on the market for use in the exporting country? Yes
S AR D ER S RV RIS 5?2
1.3 Is this product actually on the market in exporting country? _Yes
A AR T EDR R CSEhrs i g2 2
If the answer to 1.2 is yes, continue with section 2A and omit section 2B.
1.2 BRI, THIREE 2A.
If the answer to 1.2 is no, omit section 2A and continue with section 2B.
1.2 MERRNTHIRSE 2B,
2A.1 Number of product licence (AMM) and date of issue: GUOYAOZHUNZIH20044961 Date of issue : 2015.08.03
2SO MR K H ) [E2 4T H20044961 & 4iE HEH ¢ 2015.08.03
2A.2 Product-licence holder(name and address): Shijiazhuang No.4 Pharmaceutical Co., Ltd. No. 288, Zhujiang Road, High-tech
Industrial Development Zone, Shijiazhuang Yangzi Road, Economic & Technological Development Zone, Shijiazhuang City,

Hebei Province

2y AR PP VR AR OREA N (B FRORIE): A SR DY 254 B A B S m R IR IXERVTE 288 5 A RKIEAL T AR IT R X
T
2A.3 Status of product-licence holder: manufactures the dosage form

2y RV AIE R NIRRT B AN

a: manufactures the dosage form

b: packages and/or labels a dosage form manufactured by an independent company

c: lIs involved in none of the above
a: AEAN by WREWFERIMb AT o 4F a Fl b KD A F
2A.3.1 For categories b and c the name and address of the manufacturer producing the dosage from are: NOT APPLICABLE
WEEol b B c, ZimERE~E R DEH
2A.4 |s summary Basis of Approval appended? No
B F R SR E?_T
2A.5 Is the attached, officially approved product information complete and consonant with the license?NOT APPLICABLE
BB ) B 7 B AAS B SV R — 7 AEH
2A.6 Applicant for certificate, if different from licence holder (name and address): NOT APPLICABLE
ER R HIE N (BRI WS A=V rER A A —8: NEH
2B.1 Applicant for certificate (name and address): NOT APPLICABLE
TR P g N (B R A RE): SRR A




No. of Certificate : 20180396
iEH%5: 20180396
bk A&
2B.2 Status of applicant: a/b/c _NOT APPLICABLE
I A : (2A.3) TiEH
2B.2.1 For categories b and c the name and address of the manufacturer producing the dosage form
are: NOT APPLICABLE
XFF B b B e I, AL ) A R A RR S ANEH]
2B.3 Why is the marketing authorization lacking? not required/not requested/under consideration/refused
NOT APPLICABLE
A R EFRT? . AEH

2B.4 Remarks: NOT APPLICABLE
HFiE: AEH
3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage
form is produced? _Yes
TUE B 24 SR 750 24 i ) SR A P A b AT s R B 2
If no or not applicable proceed to question 4.
RN R AE ], 4k 4
3.1Periodicity of routine inspections(years): ONE
SEMR AR M
3.2 Has the manufacture of this type of dosage form been inspected? YES
A ET R B EAKRAE?
3.3 Do the facilities and operations conform to GMP as recommended by the World Health Organization? YES
HEERRF S 3E RS S5 WHO #HEZE IR GMP —8(?2
4.Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product?
NOT APPLICABLE
If no, explain:

I A PS5 S 7509 AL UIE 24 SR ) R 2 AN

This certificate remains valid until: 2020-06-19
WEPHERIAZE: 2020-06-19

Address of certifying authority:

Hebei Province Food & Drug Administration i

No. 391 Honggi Street,Shijiazhuang, P.R. of Chi F

UEWE R L. FTdbE fr i 25 IR A\
B A AR T AR 391

1% : Telephone number: _0086-311-83720090
f£H : Fax number: _0086-311-83720090
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