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BIEPHHAZA-20, Tabnerkw, slo, iuwonoposHiii no 20 wr Na 30 cepia N2 EBH2400481

CERTIFICATE OF ANALYSIS

CEPYMOIAT AHARIZy & 21GP24100272

Product name f Hassa npoaywyft: l FIBRINAZA-20 { ®IBPUHAS3A-20 )
Pharmaceutical form / Mikapcowa thopua; | enleric-coated lablels / TaBnews, BRI T 06ONOHKOI, KKILKOBAPOTIHME . —l

Strenglhipolency / Guna gilaxmiericts; | 20 hzg (1-.ur] ’

Type and size of packaging / Bun i poarip ynaxoaml 10 tablels in blister; 3 hlisters In a cardbeard pack / no 10 vabnerox y Grictepi; rio 3 Bnictepuy KapTOHHIl Navy ]

1_Iablet cantain; se&atiapepiidase in the form of granules 20 mg {equivalent to enzyﬁia activity 40000 L)

Active substances / ot pevoawita; 1 vabneka mcTiTe: ceppaTionemmiaass ¥ BREAAR fpayn 20 wr (exsisanenno thepuedTHif axmeroci 40000 )

Manufacturer / BypoGrng: LEvertagen Life Sciences Limited | Enepropwes Naiigr Caencua Niviren ]

Flol No: 5-8, §-9, 5-13/P & 5-14/P TSIIC, Phanma SEZ, Green ntustrial Park, Polepally (V), Jadcheia (M),
Mahabubnagar, Telangana, IN— 503 301, india

Adiress ARGECa: | oy Ec, o9, Ea-J31Ti 72 Eo {471 11 £ A Ci, dapua Ec | 3er, [ hazcsplan Mgk, Moneranri
(B1), Egvepna {Em), MaxaBy6rarap, Tenzhrana, IH-509 301, IHgia :
Registration cerlificate / Pecctpaniine NOCBiAHEHHA! ]11\110425101102 - Valid upta / Qifiche po: ’_Unlimi[ed term f Heobrsamenui l
Ucense No. ! fliensin te: | 1SINIAPIZ014IFIG ]
BetthNa / Cepia Ne: L EBK24004B81 —I Balch size / Poauip cepir: 3333 packs'ynak. I
Date of manufacture / flara BvpoueTRa: L 0412024 I Expiry date { Tepmin npupamocti: 7*0412026 - ]
' Test Acceptable crileria {at batch realize) Resull
HaiikieHyearHA NokaaHuka Kpprepil npiisATHOGT { Ha BvnycH) Peaynetar
Pink, round, biconvex, enteric coated Lablels,
Desopim/ Onste KuswkosopoaumkAi Talinenm poxescro kORLOPY, KDYINOT chophtd, ABOOMYKAI, BkpstT Complies (Bignoeinae)
oBoncHros,
Idertification / inentnebinanin
Bemafopepfoase/ Cepparionenmgasa The appzarance of a blue colar, / Mosea GnakmHoro 3abapenetuA. Complies {Bignosigag)
\ . . The appearance of a yellow color of the solution with a solution of hydrogen peroxide. e
Teonk m e Tirery gloicy Moana xoaToro sabapenenia POASHHY 3 POGHUHOM NEPOXCHAY EOAHH. Complies (Bianoaizac)
L . - Qualitative reaction with petassium ferrocyanide. e
Redm%f@fmw%peouu Flkicra peanyin 3 kanto crepouianigom, Complies (Bianosiaac)
Averaye weight / Cepeara maza I0mg ()27 5% 306 mgfg |
Notmore than 2 tablets in 20 deviales from the average by more than 5 % and none !
Uniformity of mess deviate from the average by more than 10 %, -1.73 o !
OunHopigHicT, Mac He Ginbwe wix 2 1abnemm is 20 HMOKYTH MATH BiAXINERHA B COPRAHLOT MAcK Biblue KX 238 .
= § % 73 ¥0aKa vabnexa He AosuHHE MaTH BlgXHNEHHA Ginuwe HiK = 10 %. ¢
Disintegration / Poanagarma '
in 9.1 Mhydrachlaric acid Must not disintegrate within 2 hours e
80,1 M poauni micnom XNopucToBoaHEsa]  He noavil poanagamict npowirom 2 rogu Complies (Bianasinac)
in phosphale buffer soution pH 6.8 Shovld disintegrate in no mare than 1 hour . !
y dincmarmmy Bycpepromy paawwi 3 pH 6,3 Nosunu poanacTvice re Bincure i aa 1 fOfuUHY 23 min. (x0) 48 sec cex) -

Migrobiological test/ MikpoSlonorivia uucrora
The tola! aerobie miciobial count (T, AMC}/ Jaranene uicno aepobisix Mikpoopraniamie (TAMG)

NMT 10° CFUfg / He inswe 10° KYOIr <10 GFU/g (KYOi}
The total combined yeasts/mould count (TYMC}/ 3aranshe wicno Apikaxopux Ta nnickrsix rpubie (TYMC)-—- T T !
T NMT 10? CFUJg / He Ginowe 107 KYOIr T <10 CFUig (O] |
Escherichta c_oli Should be absentin 19/ He gonyckaemen Hasesicrs a § r n;;néh:;;f ST Absenl (Bigcy i) ]

Assay / Kinbkicre suanaverin

FIBAINAZ A~20, entaric-coated takless 20 mg N=30 balch Me EBK2400481

Office : GV Chambers, 7-2-C8 & C8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No. U242337G2013PLCOB5349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcheria (M}, Mahabubnagar, [N - 509 301, Telangana, lndia.
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=) Evertogen

Evertogen Life Sciences Limited

QIEFHHAIA-20, TaGnensir, Blo, KUWKEBORGI4HK] no 20 M Ne 30 tepin Nz EBK 2400481

NLT 36000 Uitab and }MT 60000 Uttab,
(NLT 18.0 mg and NMT 30.0 mg at semaliopeptidase activity 2000 Ufmg) 48200  Unab, (Ofm=6)

Semaiopephdase 1mg is eq, fo 2000 U
Ceppationenwaaza He menwe 36000 Oflfabn. i e Ginkwe 50000 QOfifrabn.
(ne menwe 18.0 aw f e Ginstwe 30.0 ur AU akTHRHOCT] ceppaTionermugaan 2000 Ofjur) 241 mg (M)
_ 1 ar nlanoaigae 2000 Of1.
CONCLUSION BHCHORDK

Jrinno Buctionk
Ll s aaceiny

The lesls are parlcrmed in accordance wilh MQC gf the manufacturer lhat approved by MoH of Ukraina,

fn the opinion of the undersigned the sample referred lo above is of standard quality Is defined in the MOC,

I hereby cerlify (hal the above informalicn Is avlhenlic and accurale. This bateh of product has been manufaclured, induding packagingfiabeling and quality control al the above-
mentoned sile in full compliance with (he GMP fequirements of the iogal Regulatery Aulhadity and with e specification available in registalion dossier The balch procéssing.
packaging and analysis recards were reviewed - found o be in compliance with GMP,

BrnpobysaHua nposapeni elgnoslo 10 MK supoluika, wio 3atsepyweni wazaaom MOJ Yipatm,

Y HXRRIAMACEHO/O, BHILEEKAIaHIT P30k M5E CTAHAANTHI ROXBIHKKN AKOCTI, napenGavesi MKS,

Y40, WO HaBeneHa iy iRonMais e L0CTOBIPHOD T3 Tomoi, Lk ceplio npopyxulf 6yno evpobnena [amouaioam NAKYBIHHRIMEIKYBEHRR) ¥a XOHTPONL if AKOCT Ha

EHieIaIHaYeHIR enpobinii ginuey nposensko ¥ nioakif Bl0sigHoeT 3 Bnvoray GMP, BETAHOBNEHAMA MICURBIM DEYNIRTOPHMA OPIaHGN, 8 TakoX BiAR08IAHO 0 enetulay,
W0 HSMTLEA B peecTpallinomy Aotk

€. MpOTOKDITI BMDAGHILIBa, NAXYBAKR Ta ananki Dyl NEpEMNANYTE - ESTaHORNEHO BignaElanicts GWMP

Person, aulhorkzing the batch release / Ocofa, blanosiganuia 3a BINYCK Cepil

L

G SinivasaRao | | Manager0A | [ 7 | [ 2050

FIBRINAZA-20, enteric-coated tablets 20 mg N230 batch Ma EBK2400481

Hame § Npiagynge

Positicn { Nomaga Signalura ¢ Nigniee Dale of signalure / lara nifnscanin
T

29i22

Qffice : GV Chambers, 7-2-C8 & C8/2,1.E., Sahathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24233TG2013PLCO85349
Factary : Flot No: 5.8, 5-9, S-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaily {V}, Jadcherla (M}, Mahabubnagar, IN - 509 301, Telangana, India.




