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CERTIFICATE OF A PHARMACEUTICAL PRODUCT
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( Pharmaceutical Product Approved in China)
This certificate conforms to the format recommended by the World Health Organization.
ZAUEIRT Attt A (WHO) TR By s,

i 402
Certificate No.

3l o5 20240237 B

F: No.Jiangsu20240237

HE O E/HL K (3 H 2SR R K AL EO[ AR5 2 T
Importing Country /Region (Requesting Country
/Region)[Not disclosed to the public]

i BAE R

H: Ecuador

i RS 7 B

Name and Dosages Form of the Product

T KBRS S T

#7: Sevelamer Carbonate Tablets Tablet

(O RRE]

Trade Name

i AiEH

417 : Sevebest

EPERGT SRR A2 TT]
Active Ingredient(s) and Strength[Not disclosed to
the public]

e TR 4R 0.8

#L: Sevelamer Carbonate 0.8g

SRS ETEA P sE R A 4k (FIEZR) [ARI4h
27T
For complete composition including excipients, see

attached[Not disclosed to the public]

T A WETAENE. TR, SAeh. CsUkRE, ailaRgek.
aifbK. RREMREK. 2/

b= e

coating, Ethanol

417 : Each film Coated Tablet includes: Sevelamer Carbonate, Crospovidone.

Sodium chloride, Silicon dioxide, Magnesium stearate, Purified water, Opadry

%2 T B TR BVl FE R E T A A

Is this product strength licensed to be placed on the #E (Yes)
market for use in China

HA A E LS E P EE h FER

Is this product strength actually on the market in 7 (Yes)

China

EILELE (RS ERS) R (%)
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Number of product license (DMF number) and date

$C: EFHET H20203303 2020-07-08

#3: GY.ZZH20203303 2020-7-8

of issue
B _ . 275 e FEHE MR AR
B el s N BRI R (BFRA _
" Name 413 : Nanjing Hencer Pharmaceutical Co., Ltd.
Hehk>
) P30 ARG EKEFEATRENGE 185
Manufacturer or Product-license holder(name and Huhik
53 : No.18 Jichang Road, Lishui Economic & Technological
address) Address
Development Zone, Nanjing City, Jiangsu Province, China.
MBRHE EHIFURFEANRESE, GRERF | of 3 /
e A Manufacturer S/
If the license holder is not the manufacturer, the .
Hiht f: /
name and address of the manufacturer producing the
Address ./

dosage form is
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Does the certifying authority arrange for periodic 2 (Yes)
inspections of the manufacturing plant in which the
dosage form is produced

SEHENEY (D

Periodicity of routine inspections (years)
MeEF R R B AL

Has the manufacture of this type of dosage form £ (Yes)

been inspected
EE AR IR TR S WHO HEFZ M
TGS L

£ (Yes)
Do the facilities and operations conform to GMP as
recommended by the World Health Organization 3
£ A RTHE L (5 SR 75 R AT 2 R (9 R
Does the information submitted by the applicant
£ (Yes)

satisfy the certifying authority on all aspects of the

manufacture of the product
AT bk B A e ARSER A ebnre, CrEDEEM, ®yrETEm S . R h O ZRE .

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.

HEH 4 A =
) 2025-07-07
This certificate remain valid until
% I VLIRE AL E R
Name #3: Jiangsu Medical Products Administration
Wb I ILHEWRTERER S S
. §13: No.5 Gulou Street, Nanjing City, Jiangsu Province, P.R.
Address
China
[ERT
025-83209373
TEHE 4R Telephone number
sps ; £ A
Certifying authority fe & 025-83278888
Fax
Signature
5 HM
2024-04-26
Stamp and date




0 E Enu LHEE. N 8,
Tamizsinoensnmenssnnsenesios I @ITEY
;  ThisApostilie only certifies the authenticity of the signature, the capacity of 10510665
the person wha has signed the public document and, where appropriate,

decument for which it was issued.
Visit https:/fconsular.mia gov.en/VERIFY and scan the QR code 1o verily the issuance of this Apostills

FEmUER 5
APOSTILLE =~

(19TEI0RSHmER)
(Convention de La Haye du S octobre 1961)

PEARHEAE
People’s Republic of China

ARL3H This public document

2 ZBA BOS

:‘m Jiang Liuyang
3. BBARH  xga

actinginthe Authorized Official
capacity of

4. EDERFN PEEGEBREERE(16)

bears the China Council for the Promotion of International Trade(16)
seal/stamp of
IEBA Certified
5. B84 ma 6. BRBM 0245058168
at Nanjing the May 16,2024
T.BRA 3 B/zhang Jun
by IFENBHAE

Foreign Affairs Office of Jia ngsu Province
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o
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Sgrawre: B

9. ERYRENS:
Seal/Stamp:

the identity of the seal or stamp which the public document bears. This Apostille does not certify the content of the



