CEPPATA®

Mireapeswnii 3acif:
Medicinal product: SERRATA®
JLiosa peyosina

Active ingredient:

Pecerpaniiine nocpiguens:
Registration Certificate:

Jlien3is wa supodumrrso Ne:
Ceprupivar GMP Ne:

Bupotnns:

Axpeen supobiinka:

Manufactured by:

Address of manufactures:

Cepin: No 1001533

Possip cepiit 21333 yn.
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COPPATIONEIITIANIIL
serratiopeptidase

Raj/2354
042/2020/GMP
Kyeyst Neswrxweep Yat Jlra, Innis

{(enteric coated tablets 10 mg, 30 tablets are fnva steip, 5 strips is in a carton package)

"N UA/T966/01/01 win 02.01.19, repadn i pecerpariifinore wocsiienns neofaeacennit
“Ne UAIT966/01/01, from 02.01.19, Registration Certificate validity is unlimited

CI1-289 (&), PIIKO Ljractpian apes, Honanxi, Bxinaid, Micr. Anap ( Papracrain), Tjdse

Kuswm Healtheare Pve Litd, India

§P-289°(A), RIICO Industrial area, Chopanki, 8 hiwadi, Dist, Alwar (Rajasthan), fndia

Jlara sur. 06/2023

Jliticauit 10:-05/2026

Batch: Batch Size: DIM: D/E:
N Tlorazunrn arocri Binmory Pesynwrarn ananizis
Tests Requirements Results
1 | Onne Kpyrni  pnoonykni  TaGuersy, prpuri  Kuukopopoawmpiowo } Biarosinae.
060310HKMO Binore KOALOPY. .
Description White, circular, biconvex enleric coated tablels Complies
2 | InenTndicauiy Bigronixac, Bianosimue.
Identification Complies Cowmplies
3 | Posuanaung 0,1 M HCL xopma TaGiig1xa 1e MAC POITACTICL 32 120 xe. Bignosinae

Diginfegration

ocpanurutl Syepruil poswin pH 6,8: MAIOTH posnaciues 3a 60
XK,

0.1 M HCE any tablets should noybreale up for 120 minutes
Phosphate buffer sotution pH 6.8: should break up for
60 minutes

12 xw 25 cex

Coniplies
12 minute 25 second

4 | Pognnuenns

e Ginnane 10 %32 120 %0 y 0,/ M HCI
He meume 75% (Q) sa 60 xn y ocamnosy dydpepuoay
pozuunni pH 6,8

2.2% - 5.4%
102.7% - 106.3%

Dissolution Not nore than 10% fot 120 min. in the 0./ M HC! 2.2% - $.4%
Not less tha 75% (Q) for 60:min. in phosphate buffer solution | 102:7% - 106.3%
pH 6.8
5 Omropinnicts gososannx ommub | AV SLY, aeLi=15.0 Bignosinae.
Uniformity.of dosage units AV <11, where L.1=15.0 Complics

6 | Kigsiiene snsuaviemin
-

Ha moxenm sunycry:

sig 1900050 27000 O[)/rabnerry

Big 9,5 Mr q0 13,5 mr cepparionentuase 1a TabaeTky (npu
aKTEBROCT cepparionenTimasn: 2000 OJ1mr).

Hea mepain npudamnoctii:

Big 1800050 27000 OQ/Fabnerry

Bix 9,0 Mr no 13,5 Mr ceppationenygasy na. TaGreTky (npu
axtuBHoCti ceppationeritanasu: 2000 O4/Mr).

At release: 19000 to 27000 units/tablet

9.5 mg to 13.5 mg of Serratiopegtidase per tablet
(Potency of Serratiopeptidase: 2000 units/mg}
At shelf life: 18000 to 27000 units/tablet

9.0 mg to 13.5 mg of Serratiopeptidase per tablet
(Potency of Serratiopepridase: 2000 units/ing)

20168.07 OM/rabnerky
10.08 s

20168.07 units/tablet
10.08 mg
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Mixapenknii 3aci6s CEPPATA® (raGueria, sRputl afosoindoio, wimkonoposannui no 10 vy o 3¢ raGueror y crpuai;
no 5 erpunin y Kapyouniit ynaxooui)
Medicinal product SERRATA® (enteric couted tablets 10 mg, 30 tablets:are in a strip, § stripsis in a carton package)
Cepin: Mo 1001533 )
Batch: ; .
7 | 3amrmxosi wiankocri oprapinuux | He Ginvwe i 5000 ppm 2-npouarrony 1624 ppm
RN TINTH Te 6inmme uix 600 ppm MerTHICHXAOPHLY He oGHapyieno
Residual solvents 2-"propanol — NMT 3000 ppm 1624 ppm
methylene chiloride ~ NMT 600 ppmi Not Detected
8 | Mikpodiosorisana ancrora * Baraabhe Wieno acpobunx mixpooprauiais (TAMC) ne Ginniue
10% KYO/r : He tpebyeres
Baransee MeNo ApbcKoBKX Ta 1iiicenennx rpnbis (TYMC) ne
Ginbine 10° KYO/ 1 )
Bineymierns Escherichia coll 8 1 v npenapary. -
- Microbiological purity* Total acrobic microorganisms (TAMC) ~-NMT 10% CFU/g Not required
Total Yeast & Mould Count (TYMC) ~-NMT 10° CFU/g
Escherichia coli should be absent pev 1 g,

* Brnpodysaia Mikpoiozorianot yneroti nposorehes. ana nepunsx 10 cepiti, notin ams koKiof 20-1 cepii, aGo o pas ua pik.
* Microbial purity will be performed on first ten commercial batches therealter at every 20 batch or once in a year.

BUCHOBOK:  Cepin Ne 1001533 pignosizae sumoram MICEPIT Ne UA/7966/01/01

CONCLUSION: Batch Ne 1001533~ complics with the requirements of MQC RC Ne UAT7966/01/01
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Jomewropi: nemne
Comments: no

Jasma npo ceprudikaidio: «ifterm s aaenimaywo, o naneiena Bime iHdopmanis‘e Jocrosipror i Towioro. Lst cepist
npoxyKit’ Gya BHrOTORACHA (BKAYOYAIOUIL YIAKORKY / mapryBanust) i npoBeACHO KORTPOJL 1T scocTi Bl BIMEIrARAIOMY
nignpuesersi B nosHili BigrnosipocTi 3 BUMOraMy, 3a3HAMCHBMH B wnHRiit nacranori GMP; sarsepurenii
Minicrepersom oxoponn sgapos's Yicpalun, i 3 BUMoramu peceTpaniinoro Ro¢he KpaiHi npznaienis., TpoToxoan
BUPOGINICTEA, YIAKOBKY TA AHANIZIS GyJur neperusiuyTi i seranosaeno ix piznopiguicts Bumorant GMP».

Certification stateiment: «On this I cextify that the above-mentioned information is true and accurate. This product batch was
produced (including packaging / labeling) and conducted for its quality control at the above-mentioned manufacturer
according to specified in the eurrent GMP guidelines, approved by the Ministry. of Health of Ukraine, and with the
requivements of fhe registration dossier of the destination.country. Records of manutacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

KEPIBHHK PPyt KOHTPONO AxocTi Ynonopaxkena ocoba, wo  saificioe
Quality control group manager cepradikauii cepil
Quatlified Person certifying the batch.

[s'st 1A IIPIBBMILE N Ao IM'st Tanpiaginue
(Name) t/) '"(:D&VZ,L.W (Name) h-\(‘ ; \g‘S\Q\, ) ,__\»
. A
. Fu;v.m ¢

ITignne ITignmne
(Signatare) @ ()rf) (Signature) a
iausay ey Jloxa rijwncanns AYSURANCE [

,"‘"“:“ PUR (Date of signature) . : N, . o
1)o7 0022 N~ Geidd

AT

hidl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph 91 -1493-298232/33/34/35
Email ; info@kusum.com, Website : www.kusumhealtheare.com

Page 1/1



http://www.tcpdf.org

