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Evertogen Life Sciences Limited

DIEPUHASA-10, Tabnetku, /0, KMLIKOEOPOSUMHHI N0 10 Mr Ne 30 cepin N2 ESI24005B1

CERTIFICATE OF ANALYSIS

[=]
CEPTU®IKAT AHATI3Y h%i21GP24100722

Product name / Haasa npogykuii: LFI BRINAZA—10 / DIEPUHA3A-10

Pharmaceutical form / flikapcexa dopma: f enteric-coated tablets / rabneTky, skprTi 060ADHKAIO, KMIWKOBOP 03U MHHI

Strength/potency / Cuna pii/akTMeHicTb: I 10 mg {tr)

Type and size of packaging:
Buai posmip ynakosky

10 tablets In blister; 3 blisters in a cardboard pack
no 10 vabnerok y Gnicrepi; no 3 GnicTepu y KAPTOHHIA navyi

1 tablst contain: Sorroticpaptidoge [n the form of grenules 10 mg (equivalent to enzyme alivily ;
Actlve substances: | 20000 V) i
Hlioui peyosnHi: | 1 TabneTka MicTHTL: CEPPATIONENTHAAEN Y BUMNAAI Fpatyn 10 Mr (eKBiRaneHTHO GbepMeHTHIl !

|

axrusHocTi 20000 Of)

Manufacturer / BupoGHUK: LEvertogen Life Sciences Limited / EBeproaxen faig Cacueva NiMitegn |

Plot No: 5-8, §-9, 5-13/P & 5-14/P TSIiC, Pharma SEZ, Green Industrial Park, Polepally (V), ‘

Address: | Jadcherla (M), Mahabubnagar, Telangana, IN - 509 301, India
Anpeca: | Mnov N@ Ec-8, Ee-9, Ec-13/Mi 1a Ec-14/Mi Ti Ec Aid AR Ci, dapma Ec [ 3er, Mpin Ingacrpian Mapk,
MNonenanni (Bi}, Eadepna (Em), MaxaByBuarap, Tenarrana, IH-509 301, Inaja
Registration certificate: Valld upto: | Unlimited term License No.: -
Peectpauifive noceigueHHA; Usvii0426(0140) fOiticne ao: | HeoGmexenni NiueHala Me; THNERI20N81EIG

Batch N2 7 Cepin N2: I ES124005B1 I Date of manufacture/ lata supobuuursa: | 10/2024 ]

Batch size / Poamip cepii: [ B 667 packs (ynak.) |

Expiry date / TepMin npugaatHoCTi: | 10/2026 I

Test Acceptable criteria (at batch realize) Result
HanmenysakHA noKa3HwuKa Kpurepil npUHAHATHOCTI { Ha BMNYCK) Peaynurart
v s Plink, round, biconvex, enteric-coated tablets. i
Description . = . . !
Srivic KMLLKOBOPO3UKHHI TABNETKY POKEBOrD KOALOPY, KPYrAoT popMu, Complies {Bianosigae) .

Asoonykni, BRpPUTI 060N0HKO.

Identification / laeHTHdikaUlx

Sematiopeptidase The appearance of a blue color. Complies (Bianosinae)
Cepparionentuaaaa MNonasa GnaxuTHoro 3aapeneHHs. P 4 a ]

: - i
Titarium tioxide The appearanc.ﬂj of a yellow color of the solution with a solution of . _ _ i
T . hydrogen perexide. Complies (Bianosigae)

WIaHy Aioxena,
MNMoABa »08T0re 3a6apBNEHIA POSYNHY 3 PO3UMHOM NEPOKCHAY BOAHIO

Rediron oxide Qualitative reaction with potassium ferrocyanide s 5 o I
3aniza okeMpHEPBOHWA FAxicHa peakuin 3 kanho ¢pepouiadinnmM CampliasBiancsiasc)

Average weight/ Cepegiin Maca 155 mg(rr)£7.5% 152.94 mg (Mr)

No more than 2 tablets in 20 deviates from the average by more than
7.5 % and none deviates iram the average by more thain 15 %.

He Ginblue Ris 2 TaBABTKM 13 20 MOXKYTEL MaTH BIAXUNEHHA BiA
CepeaHbol Mack OifbLire Hix = 7.5 % Ta KoaHa 7abnerxa He NoBMHHE
MaTW BiAXWAEHHA Ginvwe Hix = 15 %, f

-4.63
+3.37

Uniformity of mass

pihi %
CaHopigHicTh MacH

Disintegration / PodnagaHHa . !

tn 0.1 M hydrochlaric acid Must not disintegrate within 2 hours

Complies (Bignoeigae)

80,1 M poaunkl kKMCnaTy xnopucTosogHe poi

He nopyHRI poanaAaT™MCh NPOTAromM 2 rogmH

In phosphate buffer solution pH 6.8
y pocdatHomMy GydepKomy poaurHia pH 6,8

Should disintegrate inno more than 1 hour

A R 12 min. (x8.) 54 sec (cek)
MNOBMHHI pO3NacTHCh He Ginblie HixK 38 1 roauRry

Microbiologlcal test / Mikpo&lonariyHa yncTora

i e

The total aerobic microbial count {TAMC) / 3aranbtie uncno agpobHUX MikpoopraniaMis (TAMC)

L%@B CFUZg (KYO/r) ]

%=

JJMT 10 CFU/g / He Binbee 107 KYO/r

10f/32

FIBRINAZA~10, enteric-coated tablets 10 mg N230 batch N ESI24005B1
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Office : GV Chambers, 7-2-C8 & C8/2, 1.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. uzaﬁfezmsmcossam
Factory ; Plot No: 5-8, §-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V}, Jadcherla {M), Mahabubnagar, IN - 509 301, Telangana, india.

4 o A/ 4736

74,04, %f%




= RPN il '
EVer &’g@n Evertogen Life Sciences Limited

DIEPWUHAZA-10, TaGnaThH, B/0, KNLUKOBOPO3IUMHKI NG 10 Mr N2 30 cepin N? ES[2400581

| The total combined yeasts/mould count {TYMC) / 3aranbHe uKcno APIKAKOBHX TA NNICHABKX rpKbIis (TYMC)

NMT 10% CFU/g / He Ginbtue 102 KYO/r <10 CFU/g (KyO/r)

Escherichia coli Should be absentin 1 g/ He aonyckaetkCa HaaBHIcTL B 1 rNpenapaTty Absent (BiacyTHi)

Assay / KinbiticHe BM3HAUEHHA

Mot [ess than 18000 U/tab. and no more than 30000 Uftab. (not less
than 9.0 mg and no more than 15 mg at serratiopeptidase activity 2000

Sematiopeptidase U/mg). 1 mg s eg. to 2000 U 22 200 Uftab, [Og./rab.)
* Cepparionentipass He Menwe 18000 Of)/1atin. i He GinbLue 30000 Of)/rabn. (He MeHwwe 9,0 117 mg{mr)
i Mr | He Sinbwe 15,0 Mr npy aKTKBHOCTI cepparioneniyaaay 2000
GAO/mMr). 1 w7 BianoBinas 2000 OfL.
CONCLUSION/BHCHOBOK

v The tests are performed in accordance with MQC of the manufacturer that approved by MoH of Ukraine.

b In the opinion of the undersigned the sample refarred to sbove is of stendsrd quality and is defined in the MOC.

v i hereby certify thet the above informatlon Js suthentic and accurate. This batch of product has been manulactured, including pecksging/labaeling and

qualily controf at the ehove-mentloned sits in full compliance with the GMP requirements of the locat Rogulatory Authority and with the specificetion svallatile in
registration dossier. Production, packeging and anslysis protocols ware faviewed snd GMP compliance was confirmad.

v Bunpolysarna nposenen! plgnoalaHo Ao MKA sugoGHuka, \wae aemeepaxeni haxeaoM MO3 Ykpaltu.
v 3riaHe BUCHOOKY HUNYERIAMUCAHOr, BULETKBIEHE 3D830K MaE CMBHABPMHI ROKA3HUKY AxocmY, nepeatevei MKA,
v Uur A 3aceiguyio, wo sapeaena suwe [HGOpMawa € A0cmosipHol ma mouHow. Lpo eepio npoay«yil OyRo BUPDOAEHO (BKAQUAKONU

AIKYBAHHRIMADKYBANHA) M3 xOHMPons ITAKOCMY Ha sylyedazaqeni supoduuall ginnHuyl apeseneHo y nooiil signoalguocml 3 suMoram (GMP, seimsHoBARHUMU
MICUBEUM PEFYARITIOPHUM OPT8HOM, 8 MRKOX BIAR0BIGHA A0 CREYUGIKELT, (D MICMUMLTA B peecmpauiliHoMy Accse. (pomoxony pupobHuymsea, naxyseHHA ma
arahisio Gyau nepernaymi - semanooaero signosigHicms GMP.

Person, authorizing the batch release / Oco6a, Bip.nuul.nanzﬂjx 3a BUNYCK cepli

G. Srinivasa Rao Manager QA . 28-11-2024
Name /Mpiaguure Pasition 7 Rocegs Signatire 7 Nignuc Date 7 Aoma
!
R
FIBRINAZA~10, enteric-coated tablets 10 mg N230 Baotch N2 ES[24005B4 20ofiz2

Office : GV Chambers, 7-2-C8 & C8/2, L.E,, Sanathnagar, Hyderabad - 500 018, Telangana, [ndia. www.evertogen.com, CIN No. U24233TG2013PLCOS5349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla [}, Mahabubnagar, IN - 509 301. Telangana, India.




AEPJKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMHF y m. KHEBI

npos, Hanit Ceitimanol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.uz, Koa €LPTIQY 37079055

BUCHOBOK
Npo sKkicTs BBe3eHOro B Ykpainy gixapesicoro 3acofy

13.01.2025 Ne 1288/25/26

DIEPHMHA3A-10

(Hafseuypaitig pikapeLroro ancofy ariano 3 pecerpattifiseme nocsiaeHNInM)
TaGnerky, srputi 06os0mico10, knmrosopazanii no 10 mr, no 10 radserox y Gaicrepi; no

3 Baicrepn y kapTonmiii ma4ui

(dropma pHnycky, A03YBAILIN, BIR TAKYBANNA AiKAPCBRAI'0 3acoby)
Homep peecrpauiiivoro noceinuenns UA/10426/01/01 crpox aif peecrpauiiinoro nocsinuenia HeoOMekeH R
Cepis aikapesxoro sacofy Ne S124005B1 KinukicTs BBe3eHoro nikapeskoro sacoBy 115

BupoBuuk Eseproken Jlaiih Caencus Himiren, Iunis

(nafisetysaiia pupoGiKKa nikapeLkoro zacoby, kpailg NoXosKels)

Beeseo B Ykpaiity Topapuerso 3 obserenore signosinansuictio "OPTAHOCIH
JITHAY, incur, won: 24377666

(iaisenynanns va ko 3n CAPTIOY 1opsuzuinoi ocoGis aGo npizsie, is', no 6aTsakoni
(hisnunol ocobu - nianpresMus, 17 sicue nposclnanig Ta pecerpaniiingi 1losep odnikosoi
ROAPTKH IATIHER NOZLATRIB 060 cepis Ta HoMep nacnopTa)

Tporoxon sisyansuoroe kourpomo sia 26.12.2024 Ne 4410/9.
JlaGopaTopuiit ananis akocTi Aikapchkoro 3acoBy aailicuennii:

JlaBopaTopia 3 xouTponio sxocti nikapeskux 3acobiz TOB "JOBPOBY T-JIIKMIIAB" (m. Kuis,
Byn. Horropoa-Cisepchka, 6ya.3, HeXHTIOBR! NpuMilleHHs 92)

(nafimenysains Ta micueanaxomxenns nafoparopil, mo nponena naSoparoprnii ananis axocri)

Bucnoeok wozno sxocti nixapcsxoro 3acoBy, Buaaiuii naboparopieio nix 13.01.2025 Ne 17-25

PesynbTaTi naGOPaTOPHOro ananisy akocti nikapenkoro sacoBy 3a nepesipeittmi nokasHHkamMu BinrnosinawTs
BUMOTaM MeTOLIB KOHTPOKIO AKOCTI (ANaniTHI HO-HOPMATHBHOT AOKYMEHTALIT).

3a pesynbTaTaMH [EDWABHOTO KOMTPOMO RBCTAHOBAEHO, WO JfikapchkHil 3aci6 sseseno B Ykpainy 3

Knx 3acobin.

Muxona XQJIOOEHKO

(iuimiann 1o npisnuie}

(nianie)




AEPIKABHA CIYXKBA 3 JIKAPCHLKHX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos, Haail Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.va, Kop €IPMIOY 37079055

BUCHOBOK
NpO SIKICTH BBE3EHOro B YKpaiHy Jlikapchkoro 3acoly

17.02,2025 , Nv 7437/25/2611

MIBPHHA3IA-10

(nailarenysaits nikapenkoro 3acoGy ariano 3 pecerpaniftinns nocaiuennm)
TabJIeTRI, BRPUT] 060J101KC010, KKHIIKOBOPO3uNIHi o 10 mr, no 10 TaGaerok y BurieTepi; mo
3 6aicrepn y kapronnii nauwi

(thopma nunyeky, nosypanns, Rl nakysaitis nikapeskoro sacoy)
Howmep peectpaniitioro noceinsennns UA/10426/01/01 crpok nii peectpauiiinoro nocsinsiens Heobmexentil
Cepin nikapcskoro sacofy No [ESI24005131 Kinskicrs saesenoro nikapesxoro sacody 5850

BitpoGHuk Enepromuen Jlaiid) Cacucus Jlimiren, luais

{hafisenynanna sapoblivia tikapenkoro sucaby, kpalin noxoetim)

Boeseno B YVipaiity Tonsapucrso 3 06aexucennoo signoninansiicrio "OPTAHOCIH
JITI", inewr. won: 24377666

(uafstenyntima 7a koj1 3a CAPMNOY 1opusnminiol ocobi nGo npisminue, is'an, 1o Garsroni
(pizuueiol ocoln - nianpuesus, T micue npaskieakiig va pecerpauiliingi nomep oGaikonoi
KAPTRH IAOTINKE 04ITKIB aG0 cepis 7 HoMep nocnopra)

Tporoican sisyansnoro konrpouo sin 17.02.2025 N 431/01.10-25/6.

33 pesynsTaTaMi  AEPHABHOIG KOHTPORIO BCTAHOBACIG, 110 nimp%/ sacié msescne © Yepainy 3
AOTPHMAHNNIM sumor 3akonoaancTea 1ioao sabeaneienis axocti nixfpenkix 3acobin,

Muxona XOJOJEHKO

%pomo) (nisnuc) (indnic o upizsmnne)

Hauanbuu

{nocano




NEPKABHA CIVYXBA3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUeBl
npos. Haaii CeiTanuor, 3, 02099, Tea. (044) 205-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
npo siKicTh BBE3EHOI0 B Ypainy HiKapebLKoro 3ac00y

20.01.2026 Ne 2392/26/26

GIBPUHA3A-10
(HaRMENy BalH AKapehKoro 3acoly AFLLHO 3 PECCTPULT M TOCBIAUCHHSAM)
rabJeTKH, BKPHTI 000J1011K010, KuiKosoposuunui no 10 mr, no 10 TaGuaerox y 6aicrepi; no 3
GuicTepn y KApTOHHiH mavuwi
(dopMma BUNYCKY, 403y BN, BHUI NaKyDaHs aikapcbKoro 3acoby)

Homep peccTpauiitHoro noceigueHus UA/10426/01/01 crpok aii peectpauiiiHoro nocsinexHs HEOBMEKECHHH
Cepis nikapcbioro 3acoby Ne ESI25008B1 KinbKicTs sse3eroro gikapchkoro sacoby 6415

Bupo6Huk Eseprouken Jlaitd Cacucus Jlimites, Innis
(HaliMenyBanis BHPOGHHKA JIIKAPCHKOTO sacoBy, kpaiHa HoX0AKCHHN)

Baesero 8 Ykpainy ToBapucTBo 3 00MEKEN010 pinnosigaasuictio "OPTAHOCIH JITA",
inenr. won: 24377666
(uatimeryannis va ko) 3a CAPHOY wopunmtiiai ocobu aBo npizsuiie, iM'. 10 Garbrosi (isnanol
OCOBH - HAIPUEM L, Ti MICIE NPOKUBAHHS T2 PecCTpaniiiunii Homep OBAIKOROT KAPTKH TLUIATIIHIE
1104aTKIB 480 Cepis Ta 1HOMEP Macnopra)

[poToion Bisyanuuoro konrpomo six 18.12.2025 Ne 5049/01.10-25/4.
JaGoparopHuii ananis akOCTI Jikapcbkoro 3acoly saifictennit:
JIaGoparopis 3 KOHTPOJIO stkocTi Tikapeskux 3acobis TosapueTsa 3 06MEKEHOIO BIATIOBI HANILHICTIO

"TIIKVJIAB" (M. Kuie, sy, Hosropon-Cisepebka, 6yii.3, HOKUTIIOBE npuMitenHs 92)
(HaliMEHYBAHHS Ta MICUE3HAXOKEHHS saGopatopii, o nposena saboparopHuit aHanis HKOCTI)

BHCHOBOK LLOAO AKOCT] Jtikapebkoro 3acby, Bixaniii naGopatopieio sin 19.01.2026 No 25-362
Pesystbratit 1aGopaTopHOrO aHalTizy AKocTi JHiKapehbkoro 3aco6y 3a NEPEBipeHUMH NIOKA3HHKAM I BIINIOBIAIOTE
BUMOraM METOLIB KOHTPOJIIO AKOCTI (aHANITHHO~HOPMATHBHOT JOKYMEHTAIIT).

3@ pesylbTaraMd  ACPKABHOIO  KOHTPOMO  BCTANOBACHO, U0 Jiikapehiuit  3acié  seeseno 8 Yrpainy 3

AOTPUMAHHAM BHMOF 3aKOHOARBCTBA 1LOAO 3a6e3nedeH s SKoCTi NikaPChKHX 3acobis.

Muxkosia XOJIOJEHKO

(ninnume) (iniians Ta npissuiie)

D
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PIBPUHASZA-10, TaB8n2TKH, B/0, KHWKOBOPOIHNKHKI No 10 My N 30 cepin N2 ES{2500881

Preduct nama / Maara npodyrkuii

Pharmaceu

Strength/potency / Cnaa AifeKTusHicTs:

Type and size of pack

st forem / likapeopxa opmMa:

CERTIFICATE OF ANALYSIS

J 510049
CEPTUGIKAT AHAMZY | 210P28100499

| enteric-coated wablets / 1alneTku, BKPWTI 0BONOHKOK, KISLUKOBOPOSHUHHI

10 tametv in blister; 8 blisters in a cardboard pack

Bup i posmi )y:’mvonxw 1o 10 m@n’ﬂoy ¥y ')ﬂICTF’pI na 3 GACTERN Y KEPTOHHIR naum

Active substances:
[houi peuosuny.

Manufacturer / Bupoduuk:

Aapeca:

Registration certificate:
PeecTpauiite nocrlgvenHs:

Batch N8 / Cepis N&

Batch size / PoaMip cepil
¥

Test
HapMeMHyBaHHA MOKAZHWKA

Description ;
Cnue .

Idenfmcannn/ [Jss mwb,xaum

Jumuuu,pnddsc

Capparionentuipss

! Titaniurn dioxide
Turary fjakena

Knuskopoposmmpii raf

LIL‘OOH\ Kfll e«xpmu O(:OII())EKOW

: The appearance of a bt

- Toasa KOBTOTO 3

1 tablet contain: Setratiopsptidase in the form of granutes 10 mg (equivalent Lo enzyme 4Tty
20000 U)

1 TabNRTKE MICTWTE: CEPPaTioNenTMAs3u Y BUINAAl rpamyn 10 My (exsisaneniro depmMeriii
ammnoc i 20000 Of)

Evertog,en L:fe Sci nces meed / Fxscpmxw(eu Tahd Caencm ﬂlmwea

Plot 5.9, & 1&/(’& M/Mbll(,, Pharma SEZ, Greon lndu&mg! Da.k Polepally {
Jadeherla {M;, Mahabubnagar, Telangana, IN- 508 301, India !
Mnot N2 Eo-8, Eo-8, Ec-13/MT ta Eo~14711 Ti Ec Afl AR Ci, Gapma Ec | 3et, Tpii ingacreian Tapk,
Monenanni (h;) (‘m(,pndlm) Max(soyénnrap, Tenavrana, IM-509 301, luais

Vatid upto: | Unlimit dterm | License No.

;5 i L TS/MNIAPI 2014 G
Lificne no: | HeoiMexenwid ﬂ)l,ut:wzemr\’i:) BRI &

UAT0426/01/01

I Fﬁl?E()OSBT I Date of manufacture / Nata sMpobrkyTea: ? 0872025 ‘
‘ 6 667 packs {yrnak.) | Expiry gate /MNpuada s go F)Q/ZOZ?

Acceptable criteria (at bamh reatize) R"“uit
KpuTepii NPUAHATHOCTI ( Ha BRNYCK) 2

Pink, round, biconvex, enteric-coated tablets.
TKM ROXKBBOFO KONLORY, KPYLAOT Gopmu, C Complies (Bignesipace)

Complies (Blanopigae)
Honea bnoknmmu az phies (Bnopinae)

Ihe dpprai ance of a Jwauow colar of the solution with a solution of

hydrogen peroxide Cornplies (Bignonigac)

GapsneHHA PO3YNHY 3

PO3UMHOM NEHOKCUAY BOAHKY

Rectiran ovxr,o
& Bc! o;\cm,thnm IMM

Average womht / (“oppmm Maca

Uniformity of mass
OQAHCPIARHICTL MBCH

NAKAMHA

METH BHIXMASHHS

Cualitative reaction with poté i facrocyanide

Complies (Bignosigae)

0/

-~ /G

mg (M7)

7.5 % and none deviates from the average by more than 15 %.
He Binbuie vix 2 1a6nerky i3 20 MOXyTh MaTh BIOXMABHHE Bid i B 7
cepearbol Macy Binpiia 2 £ 7.5 % Ta KoHa TA8NSTKE He NOBMHHE : ’

bIliE H

inC.tM hydrochl()rif; acid
50,1 M podHRHE KMSNOTI XACDIETOBOAHEROT

in nho

Microbic 36 ) 'wna YU

erobic mn,robwi count (!/\MQ / Barant ANGCA0 .)<,pm»mx MIKPOORITEHI3MI

Must not disintegrate within 2 h(,ur‘
He noamias pO3NaLa e NPATArom 2 regmH

Compliss (Blance

ro mare than 1 hour
1 raopey

\J?\OULG Aisin

? X 21 min. (x5 48 53¢ {
Flaamrl o3

FCTWCL

The total &
NMT 10? va/g/ He Girvlie 107 KYO/ - SO R IKYOA)
FIRRINAZA-10, enteric-contad tablets 10 mg N23D

bateh N2 £S12500881 ; 1ofiz22

Office : GV Chambers, 7-2-C8 & €8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, lndla www.evertogen.com, CIN No. U24232TG2013PLCO85349
Factory : Plot No: $-8, §-9, $-13/F £ 5-14/P TSIIC, Pharma SEZ, Green Industiial Park, palepally (V), Jadcherla (M), ahabubnar’ar N - 509 301. Telangana, India.

f},ﬁﬂ ace. Noett
Yo %



WIBPYIHAZA-10, TaneTiu, B/0, KMILKOBOPOIYHHHI 110 10 Mr N2 50 cepis NY ESI25008181

The total combined yeasts/moutd count {TYMC)/ 3aranbiie uncno Apbkipxosux ta nricuasux rprlis {TYMC)

| NMT 40 CFU/g/ He Binswe 10* KYO/T < 10 CFU/E (KYQ/n) '

Should ke absentin 1 g/ He gonyckaerhbea HansricTs 81 rnpenapary

Not less than 18000 U/Ztab. and no more than 30000 Udtab. (not less

than 8.0 mg and o more than 15 my at serratiopeptidase activity 2000

U/mng). 1 mgis eq. 1o 2000 U 23000 Ultab. (On./rat

He mente 18000 OfUtaba, i ne Ginbiwe 30000 O4/rabn. (we Merlie 3,0 1.5 g {wr)

M He Binbise 15,0 M NpK akTuBHaCT! cepparicnenimiasn 2000
Of1/mr). 1 mr ginnosipgae 2000 O4.

Ceppationentngass

CONCLUSION / BUCHDBOK
v The tests are performed in accordance with MQC of the manufacturer that epproved by Mol of Ukraing.
v I the apinion of the undersigned the sample refeired to above is of standard quality and is defined in the MQC.
<  hereby certify that the above informeation is suthentic and acciate. This hateh of product has been manufactured, including pact gltakeling and
guality control at the above-mentioned site in full compliance with the GMP requirernents the locsl Regulatory Authority and with the specification avaitable in
stratior assier, Fraduction, packaging snd analysis pretecols were reviewed end GMP camplinnce was conlirmed.

Bunpolysanna nposegeni siqnoaiano g0 MKH supolruks, wo sampeppxent naxazom MO3 Yepali.
Srign0 BUCHORRY HUXMEMIAMICAHGTO, BULLEBKE3aT 3RE30OK MEE CMAHASPIMRE NGKaduury aroemi, nepeptiaveni MKS.
4 Lium & J2CRIGUYIO. WD HARSACHR AULYE HOOPMAUIR £ L[OCMeeipHOe me mourow. Lw f i Oyno  BUPCGASHO  {BIIGUSIONL!
PBKYSSHHAHBPKYBENHE) M KOHMPOAL JT AKOCIMI HE BINHERGARBYERIG BUPBTHUNIT AiLRUYT OHCBRAEHD Y NOBMIC RIANGBIAHICINT 3 BUMOraM GMP, BUIManoBnssumy
CLEBUM PSTYIAMODHUM OPIBHOM, 8 MAKOX BLGIORIHG 40 CHeyuIKaY, L0 MICMUMBCR B RECTMPAUITHDMY £0CE. [TROMBKOAY BUPBTHUUMBE, NEKYEEHNA 119
LY NERQIAAHYMI - BCIMEHOBARNO BignogiaHicme GMP,

Person, authorizing the batch release / OcoGa, Bi,u,nomnajz,gja 33 BUNYCK cepit

Ganapathi Rao QA ~AGM e o 24-09-2025
Rame / [tpiassunie RBasition 7 Nocssa Signaturg / [anue Date s fama

FIBRINAZ A0, enteric-coated tablets 10 mg N230 hatoh N2 ESIZH008B1 20t/a2

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. WU24232TG2013PLC0U8S349
factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally (V}, Jadcherla (M), Mahabubnagar, IN - 509 201, Telangana, india.



Evertogen

Evertogen Life Sciences Limited

®IEPMHA3A-10, TaGnetku, B/0, KMLLKOBOPO3UYMHHI No 10 Mr N2 30 cepia N2 ESI25006B1

CERTIFICATE OF ANALYSIS

]
CEPTU®OIKAT AHANMIZY IV 21CP25100369

Product name / Hazea npoaykuii: ‘ FIBRINAZA-10 / ®IBPUHA3A-10 ‘

Pharmaceutical form / /likapceka ¢opma: | enteric-coated tablets / TabneTku, BKpUTI 0BONOHKOH), KMLLKOBOPO3YMHHI

Strength/potency / Cvuna gii/akTMBHICTb: ‘ 10 mg (Mr) ‘

Type and size of packaging:! 10 tablets in blister; 3 blisters in a cardboard paci{

Buaipoamip ynakoeku: no 10 rabnerok y Bnictepi; no 3 BnicTepy y KADTOHHIKA Naduji

1 tablet contain: Serratiopeptidase in the form of granules 10 mg (equivalent to enzyme activity
Active substances: | 20000 U)
Oitoyi pevoeuHu: | 1 1abnetka MicTMTb: CEPPAaTIONENTMAA3M Y BUINALI TRaHYN 10 Mr (eKBiBaNEHTHO depMeHTHIR
aKTWBHOCTI 20000 Of)

Manufacturer / BUpoGHUK: | Evertogen Life Sciences Limited / EsepTopyen Nlaind CacHeus NimiTeq,

| Plot Mo: S-8, 5-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Address: | Jadcherla (M), Mahabubnagar, Telangana, IN —509 301, India
Agdpeca: | TMnot N2 Ec-8, Ec-9, Ec-13/MMi ta Ec-14/T1i Ti Ec Aii Aii Ci, bapma Ec | 3er, [pi InaacTpian Mapk,
| Monenanni (Bi), Eayepna (Em), MaxabybHarap, TenaHrana, IH-509 301, IHain

Regi i ifi 1 i s . imited term | Li -
egls_‘Eranon ce;rt|f|cate. UA/1 0426/01/01 Vg}ld upto. Unlimited ternj L|F:ens§ No 18/MN/AP/2014/F/G
PseCcTpaUifHe NOCBIaYeHHA: OificHe go: | HeobBMexeHWi NiueHaia N2:
Batch N2/ Cepia N2: ‘ ESI25006B1 ‘ Date of manufacture / Jata BupobHMuTEa: ‘ 06/2025 \
Batch size / Poamip cepii: ‘ 6 667 packs (ynak.) ‘ Expiry date /MpuaatHuia no: | 06/2027
Test Acceptable criteria (at batch realize) Result
HaliMeHyBaHHA NOKa3HWKa KpuTepii NnpMAHATHOCTI | Ha BMNYCK) PeayneTat
Emaipiiers Pink, round, biconvex, enteric-coated tablets.
f s KWLWKOBOPO3YUHHI TABNETKKM POKEBOIO KONLOPY, KPyrnoi dopmu, Complies (Bignoeigae)

OBOONYKI, BKPWTI 0D0NOHKO.

Identification / laeHTdikauia

Serratiopeptidase The appearance of a blue color.
CeppaTionentuaaaa MoAra GnakuTHOrO 3abapBNeHHA.

Complies (Bionoeigae)

The appearance of a yellow color of the solution with a solution of

Titanium dioxide 3 ) . ;
hydrcgen peroxide. Complies (Bignoeigae)

TuTtaHy giokcug

MNoAra »koBTOTO 3a0apBAEHHA PO3YNHY 3 POIYMHOM NEPOKCMAOY BOAHH
Rediron oxide Qualitative reaction with potassium ferrocyanide Complies (Bignoeiaae
3aniaa oKCWA, YERPBCHKA AkicHa peakuia 3 Kaniw GepouiaHigom P H Aae)
Average weight / CepeaHn maca 155 mg(mr) £7.5% 153.26 mg (mr)

No mare than 2 tablets in 20 deviates from the average by more than
7.5 % and none deviates from the average by more than 15 %. i

He finbLue Hid< 2 TaBNeTKW i3 20 MOXYTh MaTH BIAXWMNEHHA Big ;3'8? %
cepefHboi Mack Binblue Hix + 7.5 % Ta xoaHa TabneTka He NoBUHHA 7

MaTh BigxunaHHAa Binkle Hixk = 15 %.

Uniformity of mass
OpaHopigHICTE Mack

Disintegration / PoanaaaHHA

in 0.1 M hydrochloric acid Must not disintegrate within 2 hours

: " p Complies (Bignosi
80,1 M pO3YUHI KMCNOTK XNOPUCTOBDAHE20] He noewHHI poznagaTice NPOTAroM 2 rogmH P (Bianosinae)
in phosphate buffer solution pH 6.8 Should disintegrate in no more than 1 hour .

: ; : : |21 min. (xe.) 02 sec (cek)
y docdarHomy OydepHomMy po3umnHi 3 pHE,8 MoBWHHI po3nacTyce He Binsle Hix 3a 1 roguHy |

Microbiological test/ MikpoBionoriuna yvctaTta

The total aerobic microbial count {TAMC) / 3aransHe Yymcno agpobHux Mikpoopraxismie (TAMC)

NMT 107 CFU/g / He Binblue 10% KYO/T 3 3 <10 CFU/g (KYO/r)

FIBRINAZA-10, enteric-coated tablets 10 mg N230 batch N2 ESI25006B1 1of/z2

y

"y Ak
\“ EPALWY \V/'
Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, 232TG2013PLCOB5349

Factory : Plot No: 5-8, -9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 508 301. Telangana, India.
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& Evertogen

Evertogen Life Sciences Limited

®IBPMHA3A-10, TabneTku, 8/0, KWW KOBOPO34MHHI no 10 Mr N2 30

cepia N2 ESI25006B1

The total combined yeasts/mould count (TYMC) / 3aransHe 4MCno ApikaKOBWK T NAICHABMX rpubie (TYMC)

‘ NMT 10? CFU/g / He GinbLue 102 KVO/T

<10 CFU/g (KYO/T)

Escherichia coli | Should be absentin 1 g/ He gonyckaeTecA HaABHICTE B 1 F npenapaty

Absent (BigcyTHi)

Assay / KinbkiCHE BU3HAYEBHHA

|
| Not less than 18000 U/tab. and no more than 30000 U/tab. (not less
| than 8.0 mg and no more than 15 mg at serratiopeptidase activity 2000
| Serratiopeptidase U/mg). 1 mgis eq. to 2000 U 24000 U/tab. (Og./7a6.)
Ceppartionentuaaza He MeHLue 18000 Of/1abn. i He Ginblue 30000 O4/Ta6n. (He MeHwe 9,0 12.0 mg (mr)
MriHe Ginbwe 15,0 Mrnpw aKTMBHOCTI CEppaTionenTuaasu 2000
O4/mr). 1 Mr eignoeigas 2000 O4.
CONCLUSION / BHCHOBOK
v The tests are performed in sccordance with MQC of the manufacturer that approved by MoH of Ukraine.
v In the opinion of the undersigned the sample referred to above is of standard quality and is definad in the MQC.
v [ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and

quality control at the above-mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification available in

registration dossier. Production, packaging and analysis protocols were reviewed and GMP compliance was canfirmed.

v BunpobysarHa nposegeni signosigro go MKA supofhuks, wo zameepqxeni Hakasom MO3 Yepainu.
v 3riaHo BUCHOBKY HUXYENIANUCEHOMD, BULLEBKEZaHUT 30830K MBE CMaHABRMAT NoKaaHukY Akocmi, nepeabadeni MKA.
. Lum A 3acaiguyw, WO HSBEAeHa BUWE IHPOPMAYIA £ AJOCMOBIDHON mMa mouxor. Lo cepio npogykuil Gyno BupoOneHn (BKMHOYEHOYU

NaKyBaHHA/MaPKYBAHHA) Ma KOHMPOAL IT AKOCMI Ha BulledazHadeHil sUpOBHUYIT AinsHUYI NpOBEAeHO ¥ noarIl alanosigHocmi 3 Bumoram GMP, BcmanosneHuMU
MiCUBBUM DEMYIAMOPHUM ODrEHOM, 8 Makox 8ian0eigHo 40 creyudikauyil, Wo MiCmumsCca 8 pEECMPAaYIGHOMY A0CEE. [TPOMOKOIY BUDOGHUUMES, NaKyBaHHA ma

aHaniaie Gyau nepernAHyYmMi - BCMaRDBAeH0 signasigricme GMP,

Person, authorizing the batch release / Oco6a, Binnoainanb:wrycn cepii

R.Ganapathi Rao QA-AGM { 15-07-2025
Mame / Npizauie Fosition / Mocana Signature / Fiianuc Date / Jama
FIBRINAZA-10, enteric-coated tablets 10 mg N230 batch N2 ESI25006B1 2offz2

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: 5-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



TRIALMCDE - a

IEPKABHA CJIIYXBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APIIOY 37079055

BUCHOBOK
Npo AKICThL BBE3€HOI0 B YKpaiHy JlikapcbKoro 3aco0y

02.12.2025 Ne 50133/25/26

DIGPUHA3A-10

(HalimeHyBaHHs NiKapCHKOro 3acoBy 3rifHo 3 peecTpauifHUM NOCBIIYCHHIM)
Ta0JIeTKH, BKPHTi 000J10HKO010, KNInKoBopo3uunHi mo 10 mr; mo 10 Tabaerox y Ojicrepi; mo 3
fJricTepH y KapTOHHIH Na4ui

((popMa BUMYCKY, I03YBaHHA, BHI NaKyBaHHA Jlikapchkoro 3acoby)
Homep peectpauiitroro noceimuenns UA/10426/01/01 ctpok nii peectpauiiinoro nocsinyenss HeOOMEIKEHUH
Cepis nikapcekoro 3aco6y Ne ESI25006B1 KinbkicTs BBe3eHOro nikapcbkoro 3acoby 6415

Bupo6uuk Epepromxken Jlatih Caencus Jlimiten, Innis

(HaiiMeHyBaHHA BHUpOOHHKa Nikapcekoro 3aco0y, KpaiHa MOXOIKEHHA)

BeeseHo B YkpaiHy TosapucTBo 3 00MexeHor Bignosinansuictio "OPITAHOCIH JIT/T",
inenT. kon: 24377666

(naiiMenyBanns Ta koa 3a €JIPTIOY wopuanynoi ocodbu abo npiseuile, iM'd, Mo 0aTEkoBi (izudHOT
ocobu - mianpuemus, i MicLe NpoxUBaHHA Ta peecTpauifiHuii HoMep 06MiKOBOT KApTKH NIaTHHKA
noaarkis abo cepis Ta HOMEp nacnopra)

Ilportokon BisyansHoro kontpomo eix 10.10.2025 Ne 3714/01.10-25/5.

JlaGopatopuuii ananis skocTi Jikapcekoro 3acoby 3xificHeHRik:

AlIT "LenTpansna maboparopis 3 aHami3y AKOCTI JIIKAPChKUX 3aco6iB i Meau4HOT MpoayKiii”
(M.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kyapsscska 8B Kuiscbka o6macts, ¢. Hosi ITerpiei,
ByJI. IBana ®@panka, 19)

valid lice

(HaliMeHYBaHHA Ta MiCLE3HAXOWiEHRA Naboparopi, o nposena nabopaTopHuii aHanis skocTi)

BucHoBOK wono Axocti nikapcekoro 3aco6y, Buaanuii naGoparopiero i 01.12.2025 Ne 1839

Pesynbratn naGoparopHoro aHanisy SkocTi ikapcekoro 3acofy 3a nepeBipeHUMH NoKa3HUKaMK BiAMORIAAI0TL
BMMOTaM METO/IB KOHTPOIIO AKOCTI (aHANI THIHO-HOPMATHBHOT 10KYMEHTAILIY).

3a  pesyjbTaTamu JEPKABHONO KOHTPOMIO BCTAHOBIEHO, LUO nikapcekuit  3aci6  BBeseno B Vikpainy 3

AOTPHMAHHHAM BAMOT 3aKOHOLABCTBA IO/IO 3a6e3MeueHHs SKOCTi MKAPChKUX 3ac06iB.

Muxkomna XOJIOJEHKO

(nianmuc) (iniuianu Ta npiseuuie)




NEPKABHA CJIVYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI
npos. Hanit Csitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon EIPIIOV 37079055

BUCHOBOK
npo sikicTh BBeseHoro B Ykpainy jikapehKoro 3acody

02.12.2025 Ne 50132/25/26

DIGPUHA3A-10
(aliMeHy BatHs AiKapeLKoro 3acoby 3riAHO 3 PEECTPAUiiHMM NOCBIAHCHHsIM)
Tabaeriy, BKpuTi 060701010, KMIKOBOPO34uHKi 110 10 M1, o 10 rabierok y Gaicrepi; no 3
GaicrepH y kapTouHiil navui
($opma BUMyCKy, AO3YBANI, BIA 18Ky BaHHA SikapcLkoro 3acoby)

Howmep peectpauiitnoro nocsimuenss UA/10426/01/01 crpok aii peectpauiiinoro nocsinucnts HEOOMEKEHHH

Cepis nikapebkoro sacoby Ne ESI25005B1 KinkkicTh BBE3eHORO Nikapcokoro zacoly 6215
BupoGuuk Esepromuen Jlaiid Cacucus JliMiten, Inais
(raimenysaitis sMpoGHska HKapChKOro 3acoBy, kpaina NONOIKCIHA)
Baeseno B Vkpaiuy TosapucTio 3 06MekeHoi0 Bignosigaisnicrio "OPTAHOCIH JTA",
inenr. xou: 24377666

(uadiMenysanus Ta koa sa CAPIIQY opranuiiol ocolin abo npissuiue, iM's, 1o Sarnkost iznaiol
0CO0H - IANPHCMIS, 1T MICLC IPOXMBAKHA TA peecTpaltiiiil noMep oBAIKOBOT KAPTKH IUIATHHKA
nojatkia alo cepis Ta HoMep nacropra)

IMporokon pisyansioroe konrpomo sin 10.10.2025 N 3714/01.10-25/4.
JlaBoparopunii araiis akocTi likapebkoro 3acoby saifichennit:

JI1 "UenTpansia gaGoparopis 3 ananizy sxocTi jgikapchkux 3aco6is i Mexndnol npony kit
(M.Kuis, Byn. Kyzapsisebka 10r m.Kuis, Byn. Kynpsscoka 8B KuiBeska o6sacts, ¢. Hosi [lerpisii,
ByJ. IBana ®panka, 19)

(HalmenyBanns Ta Micuessaxokelina naboparopii, o nposena rabopartoprult anania skocti)

BucHoBoK moao Akocti aikapcekoro sacofy, supanuit naGoparopiero six 01.12.2025 Neo 1837

PesynsraTh nabopatopHoro ananiay skocti Jiikapchkoro 3acoGy 3a nepesipeHumMu nokasHukamu BIATIOBIAI0TH
BUMOaM METORIB KOHTPOJIFO AKOCTI (AHANITHYHO-HOPMATHBHOT AOKYMEHTALIT),

;o
3a  pesymuTataMil  ICPXABHOIO  KOHTPOIO  BCTAHOBICHO, /’uo nikapebkui  3aci®  sseseno B Ykpainy 3
AOTPHMAHHSAM BUMOr 32KOHOAABCTBA WIOLO 3a6e3neqc) A AKOCTI NiKapChKHX 3aco6is.

Muxona XOJNNOJEHKO

{nianuc) (iviuiaum ra npianmue)







FIBRINAZA-10, enteric-coated tablets 10 mg N30 batch N2 ES12500581

DIEPUHASA-TO, TaBaCTKM, 8/0. KMIIKOBOPOIUMMH 1o T0 M N2 30 capin N¥ ES12500581

CERTIFICATE OF ANALYSIS

° 21CP251003
CEPTU®IKAT AHAMZY T 210P25100364

Lt name / Hasea npeayruin

Pharmaceutical foumn 7 flikapcuka qopma: |

Strength/potency / Ciuna gii/axmissicin: IO mv (w
B H

10 tablets in b isten 3 blistersina cardboarcl pack
no 10 rabnarox y fnicrepi; 1o 3 omprm Y KJf‘TC)HHl % nayt

Type and size of packagin
Bup i poamip ynakosk

Haoiot m;m:)m b rratiopeptidass mlneform of granu
Active substances: | 20000 U)

Dircui pevosuri: - 1 TabneTka MicTTL: Ceppationentngasn ¥ Barsanl rpanyn 10 M (2KBIBENSHTHO HEPMRHT

: awmsHouizO(‘OO(

Manufaciurer / Bupobrik:

Plot No: 5-8, $-8, 8-13/P & 8- 14/PTSHF‘ lerm a .mZ (;mm It

Address: Juucherla(M),Mdhabubnagcn,Telanmna IN-509 301, India

Appeca: - Tpot Ne Ec-8, Ee-8, Ec-13/Mita Ec~14/Mi Ti Ec A AR Ci, Dapma Ecl ’3r,r !'UIH [HpacTpi
. Nonenanni (Bi), €auepna (Em), Maxaoyﬁnamp TEIIAHI”‘FJ H-302 301 in

i Mlapk,

valid upto: Unti term -+ License No
ﬂiﬁ,cw,eno: Heoomumhm o Thuensia

- UA/10426/01/01 L O19/MNJAP/2014/FIG

PeecTpauifite nocsiaverHa

Batch N2 7 Cepia N2 f E812500551

Baich size ¢ Posmip cepil:

6 667 packslynai.) ]

qu Acceptable criteria {at batch reqwﬂb

Kpwrepii npmrlH;nHoc 7i ( HE BINYCK)

! Pmk munJ bicony

Description = Y : '

Onme ] i\wuxoeopowmunTaﬁnen«u poxeeolo KONBOPY, KPYrAot GopMit, Complies iBianorinse!
i i ABOONYKAL, BKPUTI 0B0A0HKOID.

Itlonflﬁcau

on/ I,qum ¢||(au1q

Sumtxopepuda ; Tim ppeaxance ofa b‘.Je celor.
Cepparioneniniasa f Moasa GAaxuiHOTO 3868PBAEHHEA.

Comptlies (Bin

The appearance of a yatow color of the solution with a solution of
hydrogen peroxide. Complies (8ianosiaac)
Nonea MoBTHro 3a0apBNEHHA RO3YMHY 3 POBUMEOM NEROKIHAY BOAHIO

Rectirgn oxide © Qualitative reaction with potassium ferrocyanide
i OKCIA YELBOHY, i  AxicHa peakuis 3 Kanho pepouianiaoM

Titanium clioxicie
TAHY BIOKCHE

Complies (Bignoeigag)

2.88mg /r«n

- Average weight / GapeiHa maca 155 Mg (Mr)£7.5%

No more than 2 tableis in 20 daviates from the average by mora than
7.5 % and none deviates from the average by more than 15

Uniformity of rmass H 2,62
o He Hinblse M 2 TaBAETKM & 20 MOAYTE MATU BIAXWASHHA BI T
QAHOPIAKICTL MACH ; . : - +2.88

cepeaHbol MacK Binblue HX = 7.5 % Ta JkoAH2 TADASTKA HE NOBUHHE
MaT BIAXMNEHHR Ginbiue Hiv * 15 %.

D( int eurahor‘/Pwndenn

Must not disintegrate withir 2 hours
He NOSMHHI PO3NaAaTHCh NPOTAFOM 2 FoANH

in G.1 M hydroch!

in phosphaze buffer sotution pH 6.8 i Should disintegrate in no more than 1 hour
Ly BoohaTHOMY ByOeprOMyY DO3UKH 3 pH 6.8 | MosuuHi pOsNacTich He Binblle HX 33 1 roguHy

st ”)mc,lof caltgst / Mikpobionoriuma unerora

botwr prgs é/y o5 /AT




AWRQBOPROIUMHHE 110G T0 mr N2 30 cepin NY £SI2500681

BPURASACIQ, Yabnarin, BlO,

nouid \(mu(TY\f!C,) 3aranpHe “ueno k,Jucm\mde anioraescrpibia (TYMC)

N 1T ;0‘ FU/WHO Ginbuse 107 K‘/O'r

823

U)eab entin 1 g/ Hg AonyOKasTher HARBRICTL 8 T 1 peNag

Not tess than 18000 U/7tah. and no more than 30000 UAab. {not le
than 9.0 mg and no more than 15 mg at serratiopeptidase activity 2000
Uimgl. T mgis eq. 10 2000U

He medwe 18000 Gfi/ratn. ive Gink
M e Sinewe 15,0 MF NPK akTHBRHOCTI Cepp
QM/ur). 1 mrsignosigag 2000 Oﬂ.

30000 QLT L (He Menwz 9,0
fentuaask 2000

CONCLUSION f BUCHOBOK
rdance with MQUC of the manufacturer that approved by MoH of Ukiaine,
the sampie referred 1o above is ©F staniy "d umu’:"vnnﬂ "s o‘eff:‘:ed in the
farmation js auths
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JTEPIKABHA CJVIKBA3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KUEBI

npos. Hanii Crpitinunoi, 3, 02099, res. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa € JIPIOY 37079055

BUCHOBOK
npo AKiCTH BBE3EHOro B YKpaiiy nikapcbkoro 3acoby

20.01.2026 Ne 2393/26/26

DOIBPUHA3A-10

(HaliMenyBAHHA ADHEapChROTo sacoBy 30 3 peceTpatiinnm HOCHELTICHHAN )
TabaeTin, BKPHTi 000JI0HK0I0, KHIIKOBOPO3Y witnd mo 10 mr, no 10 Tatuerox y Guicrepi; no 3
SaicTepn y Kaprounii nayui

(popma BURYCKY, JO3YBAINS, BHIL NAKYRAHHS JIIKAPCLIOTO 3ac06y)
Howmep peecrpauiiinoro nocsimenss UA/10426/01/01 crpox aif peecTpaliiiHoro nocsizuents HEOOMEKECHHUH
Cepis nikapeskoro 3acoby Ne ESI2Z5007B1 KinniicTn heachora fikapeskoro sacoby 6150

Bupobui Esepromiet Jlaiid Caencus JTimirey, [nuus

(HaliMeiy nals BAPOOHIKA AiKapenkoro 3acoby, KPailia HONOIGKEHA)

Breaeno B Vpainy ToBAPHCTBO 3 0GMEIKEIOI0 BIANOBIAAIBHICTIO "OPFAHOCIH JITA",
inenr. ko 24377666

(Haitmerysariis ta kot s CAPTIOY wopuiasinol Deofi aGo upiashite, v, 110 Gartkosi Qiznanot
QCOGH - INPHEMIL, T MICHE OPOXKUBAIHIN TA pecerpaitifinmii novep OBHIKOBOT KAPTKY THATIHMKA
HOAATKIS a0 Cepin Ta HOMep TrcnopTa)
JIpoTokoa Bisyasbnoro kontposmo iz 18,12.2025 N 5049/01.10-25/5.

JlaGopatoprui anania aKocTi NikapebKoro 3acoby saificHenni:

JlaGopatopis 3 KOHTPOO SIKOCT] Jikapceukux sacobis Tosapucerna 3 0OMEIKEHOIO BIIITOBIAANILHICTIO
“JUKMAJIAB" (M. Kuis, Byn. Hosropoa-Cisepcnka, Oya.3, HEKHTIOBE npumitucrs 92)

(HalMCHYBAHHS Td MICUEZHAXOLKCHHR saBoparopii, wWo nposeaa safoparopuuii ananis sKocri)

BUCHOBOK WOXO AKOCTI AIKAPCHKOrO 3ac08y, sruaaniii naboparopicio nin 19.01.2026 Ne 25-363
Pe3yabTaTi TAGOPATOPHOIO ANANIZY AKOCTI HIKAPCLKOTD 34C00Y 3 NepenipeHimy NOKAIHIKAMH BianosinaoTh
BHMOPaM MCTO/IB KOHTPOMO AKOCTI (AHARITHYHO-HOPMATHRIOT A0KYMEHTALIT).

3a  pesyNbTataMu  ACPIKABHOTO  KOWTPOIO  BCTAMOBICHO, U0 SIKAPCLKIH jaci6  mseseHo B Ykpaiwy 3

HOTPUMAHHSIM BHMOT 3aKOHOAABCTEA IOLO sabesneuenus skocTi sjfapeniix sacobis.
¥

£

Muxona XOJIOAEHKO

(niznse) (iriuiazms Ta npissuue)




DIBPUHAZA-T0, TaBnern, B/o, KMLIRGBOPO3UMEHE o 10 Mr NY 30

Product namne / Hagga 0poaykuii

Pharmaceutical form / Mlikapevka dopma: |

Strength/potency / Cuna pil/akimasics:

Type and size of packaging:

Bug i posmip ynakosku

Aclive substances:
Ihodi pevopmim:

Manufacturer / BrpoGuux:

Address:
Appeca:

Registration certificate:
PeecTpauinHe noceiaueHns:
Ratch N2 / Cepin N2~

Batch size / Poamin cepitt

Tast
HaiMeHyBamHs NOKa3HIMKa

Description
Onue

Pmk round, biconvex, enteric-coated tablets.

CERTIFICATE OF ANALYSIS

{¢]
CEPTUGDIKAT AHANIRY NH2GPIGT0BASS

cepin N¢ ES[2500781

FIBRINAZA-10 / ®IEPVIHA3A-10

enteric-coated tablets /7 TaBnerku, skputi 0G0NOHKO, KMILKOBOPOSHAHHI

10 mg (M)

10 tablets in blister; 3 blisters macardhnarrﬁ pac.k
10 10ménmoky()/m‘ro; ;10 3 CYOPU Y KAPTOHHIY navwl

| 1 tablet contain: Serratiopeptid
20000 U}

SRTUEHOCTT 20000 O}

se in the Torm of granutes 10 mg (equivalent Lo enzyme activity

1 TafineTka MicTUTL: CeppationenTaasn y BUINAL rpanyn 10 Mr (exsisanertio pepMenTiin

Evertogen Life Sciences Limited / Emprom«vn ﬂ«mda Camu na !hM

(‘ﬂ,

Jadeherla (M), Mahabubnagar, Telangana, IN - 509 301, India

Iain

Plat No: $-8, $-9, $-13/P & S-14/PTSIC, Pharma SEZ, Green Industrial Park, Polepally (V),

Mnoy NE Ec-8, Fc-9, Bc-13/11 1a Ec-14/T1 Ti Ec Ais Al Ci, ®apma Ec | Ser, pin mpactpian Napk,

ﬂonomnm (B[), (,,a.ucpna (cM} Maxaﬁyﬁmarap, Tenavrans, IH-508 301,

UA/10426/01/01

Nincre no: | Heobmexennit | Nligensis N2:

Valid upto: i Unlimited term License No.:

19/MN/AP/2014/FIG

i {
| ESI2500781 ] Date of manufacture / ara pupoduuursa: | 08/2025
6 667 packs (ynax.) l Expiry date /Vipyunatand no: ]Y 0972027
Acceptable criteria (at batch realize) Regult

Kpmepn FIOUAHBTHOCT { HA BUTTYCK)

Peaynurar

KALKOBORO3HMHIE TAGNBTKY POXEBOTO KOALOPY, KPYINOT Gopmu,
ABOONYKA, BRPUTI 0BONOHKOIO.

Complies (Bigr

GBIAE)

¢ ldentification / laertadikaigis

Serratiopeptidase
© Cepparonentnigsa

The appearance of a blue color.
Tlomm BAaKUTHOIO oOﬁ?{)BﬂEHHﬂ

Titanium dioxide
Turay Jiokeui

1he appearance of a yellow color loc\ solution w;th G ‘wluuon of

hydrogen peroxide.
Homad HKOBTOrO 3aBaPBACHHA POFHUHY 3 POIUNHOM nepoxw;w uoguno

Rediron oxide
Zanias ORCH HERBOKIIA

Q(.)L-Jhtattve reaction with potassium ferrocyanide
fkicHa peakilia a kanho Gepolianigom

Complies (Bianosinac)

Complies (Bignouiaae)

Complies (Binnokinae)

¢ Average weight / Cepenus Maca

55 Mg (Mr)27.5%

- Uniformity of mass
- OaMHOPIAHICTL MACH

sintegration / Posnauamm

Cin oM ﬂydrorh oric acid
50,1M po;unm KUCHAQOT I xno;*nc THBOARE BAGE

in phux phate bufw‘r solution pH 6.8
Y <po<,<bamomy qum_;momy poaw.m 3 ,)H 6,8

Mh.rohmlo;ncal test/ mxpoﬁmrorlwm YHCTOTA

Tha total aerobic mruohun count (TAMG)

FIBRINAZA~10, enteric-coated tablets 10 myg N230

MaTh BlaxmaerHs Oinsue Hix £ 15 %.

Must not disintegrate within 2 hours
He AORVUHHI ;103(1’3 rxamr‘b npomm.n 2 roAMH

No more than 2 tablets in 20 dieviates from the average by more than
7.5 % and none deviates from the average by more than 15 %.
He Binbte bk 2 TaBMeTKY i3 20 MOXYTE MATH BIOXWISHHA B
cepenHboi Mack Binviue Hix * 7.5 % Ta xoaHa Tabnetka He NORMHHA

> inno more than 1 hour

511()Ul<! [§i mm‘wg

ﬂouvmm pOJﬂdL\‘MLt e ()I/"IL&IHL, =ik 3a ] I()/,IHHV

NMT 10° (,:FU/g / He Gisnee 107 KYOHr

hateh N2 ESI2500781

150.79 mg

=206

%
+1.36

(mr)

Complies {Bignogigas)

21 min. (xe.) 46

$EC (CaK)

< 10 CFU/g {(KYOIr)

1of/z

2

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. wwweverto;ﬁénkorrﬁ CIN No. U24232TG2013PLCO8S349

Factory : Plot No: $+8, §-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green industrial Park, Polepally (V), Jadcherla {M), Mahabubnagar, IN - 509 301. Telangana, India.

Z%/ we 7 SIHE

Ly o1 0 O ﬁ/



cepis NQ ESI25

NMT 102 CFU/g / He Binblise 107 KYO/r < 10 CFU/E (KYO/T)
“geherichia coli Shoutd be absentin 1 g/ He AoNyCKagTaea HasBHiCTL 81 I 1penapaTy Absent (Biacyrai)

553y / KinbrkicHe BU3HAMSHHA

Not lgss than 18000 U/tab. and no more than 30000 Unab. (not less
than 9.0 mg and no more than 15 mg at serratiopeptidase activity 2000
Seratiopepticase U/mg). 1 mg is eq. to 2000 U 22400 Uftal. (Cn/126.)
CeppationenTtnaasa  He Merwe 18000 Ofi/rabn, t e Binpiue 30000 Ofl/rabn. (He merie 9,0 1.2 mg {mr)

L MriHe Binvtue 15,0 Mrapu scusrocti cepparionenminasn 2000
Qf/mr). 1 mr gignosinac 2000 Of1.

CONCLUSION / BUCHOBOK

e The tests are performed in accordance with MQC of the manufacturer that approved by MoH of Ukraine.
v In the opinion of the undersigned the sampla referred (0 above is of standard quality and is defined in the MQC. *
v [ hereby certify that the sbove information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and

quality control at the ahove-mentioned site in full compliance with the GMP requiremeats OF the {ocal Regulatory Authority gnd with the specification avaitable in
registration ossier. Production, packaging and analysis protocols were reviewed and GMP complience was coafirmed.

14 BunpoGysaHHR npOBEAGHT BIANosiAH0 A0 MKH supoGHUKS, U0 3AMBEDAKEHI HAKEIDM MQO3 Yepainu.
v FFigHD BUCHOBKY HUXYEAIANUCEHOO, BULEBKAZAHUT 3PIF0K MOE CINSHAAPMHE (10KEIHUKY SIKOCMY, Aepeabaven MKA.
14 Lus g 3BCBIMYN0, (O MBREASHA BUWIE MPOPMALIA € AUCIOBIBHOG M MONHOK. LHio cepho npoaykyii 6yno  sUPOGHBHO  (BRAGHEKIYY

[1OKYBBHHASMAPKYBAHMA) A KOMMIPOAL 1T AKOCM HE BLIE33NGYERIT 8UPOGRUYIT finkHUL NPOBRARHD y NBHIT sinnoginocmi 3 BusMorarm GMP, semarosneHumy
MICLEBLIM DEIYIAMOPRUM DOIBHOM, 8 IMBKOX BIN0BIGHO 40 Cnequikauil, Wo MICMUMeCa B RRECMPaUiTHOMY A0CkE. pomoxonn supoGRUUIMAS, DEKYEBREA (112
aHaNiain GyAu nepernsHymi - sCmadosieno ginnosianicms GMP,

Person, authorizing the batch release / OcoBa, Dinncamfuyﬂ-gn 33 sUNysK cepil
Y
s,

Ganapathi Rao QA -AGM & 24-09-2025
Narme / Npiaguize L2 siv / Tacaas 10 Date 7 flams
FIBRINAZA-10, enteric-conted tablets 10 mg N30 batch N2 ES12600781 20ffy2

Oifice : GV Chambers, 7-2-C8 & £8/2, 1L.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factary : Plot No: $-8, 5-9, $-13/P & $-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadeherla (M), Mahabubnagar, IN - 509 301. Telangana, india.



JTEPIKABHA CJVIKBA3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KUEBI

npos. Hanii Crpitinunoi, 3, 02099, res. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa € JIPIOY 37079055

BUCHOBOK
npo AKiCTH BBE3EHOro B YKpaiiy nikapcbkoro 3acoby

20.01.2026 Ne 2393/26/26

DOIBPUHA3A-10

(HaliMenyBAHHA ADHEapChROTo sacoBy 30 3 peceTpatiinnm HOCHELTICHHAN )
TabaeTin, BKPHTi 000JI0HK0I0, KHIIKOBOPO3Y witnd mo 10 mr, no 10 Tatuerox y Guicrepi; no 3
SaicTepn y Kaprounii nayui

(popma BURYCKY, JO3YBAINS, BHIL NAKYRAHHS JIIKAPCLIOTO 3ac06y)
Howmep peecrpauiiinoro nocsimenss UA/10426/01/01 crpox aif peecTpaliiiHoro nocsizuents HEOOMEKECHHUH
Cepis nikapeskoro 3acoby Ne ESI2Z5007B1 KinniicTn heachora fikapeskoro sacoby 6150

Bupobui Esepromiet Jlaiid Caencus JTimirey, [nuus

(HaliMeiy nals BAPOOHIKA AiKapenkoro 3acoby, KPailia HONOIGKEHA)

Breaeno B Vpainy ToBAPHCTBO 3 0GMEIKEIOI0 BIANOBIAAIBHICTIO "OPFAHOCIH JITA",
inenr. ko 24377666

(Haitmerysariis ta kot s CAPTIOY wopuiasinol Deofi aGo upiashite, v, 110 Gartkosi Qiznanot
QCOGH - INPHEMIL, T MICHE OPOXKUBAIHIN TA pecerpaitifinmii novep OBHIKOBOT KAPTKY THATIHMKA
HOAATKIS a0 Cepin Ta HOMep TrcnopTa)
JIpoTokoa Bisyasbnoro kontposmo iz 18,12.2025 N 5049/01.10-25/5.

JlaGopatoprui anania aKocTi NikapebKoro 3acoby saificHenni:

JlaGopatopis 3 KOHTPOO SIKOCT] Jikapceukux sacobis Tosapucerna 3 0OMEIKEHOIO BIIITOBIAANILHICTIO
“JUKMAJIAB" (M. Kuis, Byn. Hosropoa-Cisepcnka, Oya.3, HEKHTIOBE npumitucrs 92)

(HalMCHYBAHHS Td MICUEZHAXOLKCHHR saBoparopii, wWo nposeaa safoparopuuii ananis sKocri)

BUCHOBOK WOXO AKOCTI AIKAPCHKOrO 3ac08y, sruaaniii naboparopicio nin 19.01.2026 Ne 25-363
Pe3yabTaTi TAGOPATOPHOIO ANANIZY AKOCTI HIKAPCLKOTD 34C00Y 3 NepenipeHimy NOKAIHIKAMH BianosinaoTh
BHMOPaM MCTO/IB KOHTPOMO AKOCTI (AHARITHYHO-HOPMATHRIOT A0KYMEHTALIT).

3a  pesyNbTataMu  ACPIKABHOTO  KOWTPOIO  BCTAMOBICHO, U0 SIKAPCLKIH jaci6  mseseHo B Ykpaiwy 3

HOTPUMAHHSIM BHMOT 3aKOHOAABCTEA IOLO sabesneuenus skocTi sjfapeniix sacobis.
¥

£

Muxona XOJIOAEHKO

(niznse) (iriuiazms Ta npissuue)




DIBPUHAZA-T0, TaBnern, B/o, KMLIRGBOPO3UMEHE o 10 Mr NY 30

Product namne / Hagga 0poaykuii

Pharmaceutical form / Mlikapevka dopma: |

Strength/potency / Cuna pil/akimasics:

Type and size of packaging:

Bug i posmip ynakosku

Aclive substances:
Ihodi pevopmim:

Manufacturer / BrpoGuux:

Address:
Appeca:

Registration certificate:
PeecTpauinHe noceiaueHns:
Ratch N2 / Cepin N2~

Batch size / Poamin cepitt

Tast
HaiMeHyBamHs NOKa3HIMKa

Description
Onue

Pmk round, biconvex, enteric-coated tablets.

CERTIFICATE OF ANALYSIS

{¢]
CEPTUGDIKAT AHANIRY NH2GPIGT0BASS

cepin N¢ ES[2500781

FIBRINAZA-10 / ®IEPVIHA3A-10

enteric-coated tablets /7 TaBnerku, skputi 0G0NOHKO, KMILKOBOPOSHAHHI

10 mg (M)

10 tablets in blister; 3 blisters macardhnarrﬁ pac.k
10 10ménmoky()/m‘ro; ;10 3 CYOPU Y KAPTOHHIY navwl

| 1 tablet contain: Serratiopeptid
20000 U}

SRTUEHOCTT 20000 O}

se in the Torm of granutes 10 mg (equivalent Lo enzyme activity

1 TafineTka MicTUTL: CeppationenTaasn y BUINAL rpanyn 10 Mr (exsisanertio pepMenTiin

Evertogen Life Sciences Limited / Emprom«vn ﬂ«mda Camu na !hM

(‘ﬂ,

Jadeherla (M), Mahabubnagar, Telangana, IN - 509 301, India

Iain

Plat No: $-8, $-9, $-13/P & S-14/PTSIC, Pharma SEZ, Green Industrial Park, Polepally (V),

Mnoy NE Ec-8, Fc-9, Bc-13/11 1a Ec-14/T1 Ti Ec Ais Al Ci, ®apma Ec | Ser, pin mpactpian Napk,

ﬂonomnm (B[), (,,a.ucpna (cM} Maxaﬁyﬁmarap, Tenavrans, IH-508 301,

UA/10426/01/01

Nincre no: | Heobmexennit | Nligensis N2:

Valid upto: i Unlimited term License No.:

19/MN/AP/2014/FIG

i {
| ESI2500781 ] Date of manufacture / ara pupoduuursa: | 08/2025
6 667 packs (ynax.) l Expiry date /Vipyunatand no: ]Y 0972027
Acceptable criteria (at batch realize) Regult

Kpmepn FIOUAHBTHOCT { HA BUTTYCK)

Peaynurar

KALKOBORO3HMHIE TAGNBTKY POXEBOTO KOALOPY, KPYINOT Gopmu,
ABOONYKA, BRPUTI 0BONOHKOIO.

Complies (Bigr

GBIAE)

¢ ldentification / laertadikaigis

Serratiopeptidase
© Cepparonentnigsa

The appearance of a blue color.
Tlomm BAaKUTHOIO oOﬁ?{)BﬂEHHﬂ

Titanium dioxide
Turay Jiokeui

1he appearance of a yellow color loc\ solution w;th G ‘wluuon of

hydrogen peroxide.
Homad HKOBTOrO 3aBaPBACHHA POFHUHY 3 POIUNHOM nepoxw;w uoguno

Rediron oxide
Zanias ORCH HERBOKIIA

Q(.)L-Jhtattve reaction with potassium ferrocyanide
fkicHa peakilia a kanho Gepolianigom

Complies (Bianosinac)

Complies (Bignouiaae)

Complies (Binnokinae)

¢ Average weight / Cepenus Maca

55 Mg (Mr)27.5%

- Uniformity of mass
- OaMHOPIAHICTL MACH

sintegration / Posnauamm

Cin oM ﬂydrorh oric acid
50,1M po;unm KUCHAQOT I xno;*nc THBOARE BAGE

in phux phate bufw‘r solution pH 6.8
Y <po<,<bamomy qum_;momy poaw.m 3 ,)H 6,8

Mh.rohmlo;ncal test/ mxpoﬁmrorlwm YHCTOTA

Tha total aerobic mruohun count (TAMG)

FIBRINAZA~10, enteric-coated tablets 10 myg N230

MaTh BlaxmaerHs Oinsue Hix £ 15 %.

Must not disintegrate within 2 hours
He AORVUHHI ;103(1’3 rxamr‘b npomm.n 2 roAMH

No more than 2 tablets in 20 dieviates from the average by more than
7.5 % and none deviates from the average by more than 15 %.
He Binbte bk 2 TaBMeTKY i3 20 MOXYTE MATH BIOXWISHHA B
cepenHboi Mack Binviue Hix * 7.5 % Ta xoaHa Tabnetka He NORMHHA

> inno more than 1 hour

511()Ul<! [§i mm‘wg

ﬂouvmm pOJﬂdL\‘MLt e ()I/"IL&IHL, =ik 3a ] I()/,IHHV

NMT 10° (,:FU/g / He Gisnee 107 KYOHr

hateh N2 ESI2500781

150.79 mg

=206

%
+1.36

(mr)

Complies {Bignogigas)

21 min. (xe.) 46

$EC (CaK)

< 10 CFU/g {(KYOIr)

1of/z

2

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. wwweverto;ﬁénkorrﬁ CIN No. U24232TG2013PLCO8S349

Factory : Plot No: $+8, §-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green industrial Park, Polepally (V), Jadcherla {M), Mahabubnagar, IN - 509 301. Telangana, India.

Z%/ we 7 SIHE

Ly o1 0 O ﬁ/



cepis NQ ESI25

NMT 102 CFU/g / He Binblise 107 KYO/r < 10 CFU/E (KYO/T)
“geherichia coli Shoutd be absentin 1 g/ He AoNyCKagTaea HasBHiCTL 81 I 1penapaTy Absent (Biacyrai)

553y / KinbrkicHe BU3HAMSHHA

Not lgss than 18000 U/tab. and no more than 30000 Unab. (not less
than 9.0 mg and no more than 15 mg at serratiopeptidase activity 2000
Seratiopepticase U/mg). 1 mg is eq. to 2000 U 22400 Uftal. (Cn/126.)
CeppationenTtnaasa  He Merwe 18000 Ofi/rabn, t e Binpiue 30000 Ofl/rabn. (He merie 9,0 1.2 mg {mr)

L MriHe Binvtue 15,0 Mrapu scusrocti cepparionenminasn 2000
Qf/mr). 1 mr gignosinac 2000 Of1.

CONCLUSION / BUCHOBOK

e The tests are performed in accordance with MQC of the manufacturer that approved by MoH of Ukraine.
v In the opinion of the undersigned the sampla referred (0 above is of standard quality and is defined in the MQC. *
v [ hereby certify that the sbove information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling and

quality control at the ahove-mentioned site in full compliance with the GMP requiremeats OF the {ocal Regulatory Authority gnd with the specification avaitable in
registration ossier. Production, packaging and analysis protocols were reviewed and GMP complience was coafirmed.

14 BunpoGysaHHR npOBEAGHT BIANosiAH0 A0 MKH supoGHUKS, U0 3AMBEDAKEHI HAKEIDM MQO3 Yepainu.
v FFigHD BUCHOBKY HUXYEAIANUCEHOO, BULEBKAZAHUT 3PIF0K MOE CINSHAAPMHE (10KEIHUKY SIKOCMY, Aepeabaven MKA.
14 Lus g 3BCBIMYN0, (O MBREASHA BUWIE MPOPMALIA € AUCIOBIBHOG M MONHOK. LHio cepho npoaykyii 6yno  sUPOGHBHO  (BRAGHEKIYY

[1OKYBBHHASMAPKYBAHMA) A KOMMIPOAL 1T AKOCM HE BLIE33NGYERIT 8UPOGRUYIT finkHUL NPOBRARHD y NBHIT sinnoginocmi 3 BusMorarm GMP, semarosneHumy
MICLEBLIM DEIYIAMOPRUM DOIBHOM, 8 IMBKOX BIN0BIGHO 40 Cnequikauil, Wo MICMUMeCa B RRECMPaUiTHOMY A0CkE. pomoxonn supoGRUUIMAS, DEKYEBREA (112
aHaNiain GyAu nepernsHymi - sCmadosieno ginnosianicms GMP,

Person, authorizing the batch release / OcoBa, Dinncamfuyﬂ-gn 33 sUNysK cepil
Y
s,

Ganapathi Rao QA -AGM & 24-09-2025
Narme / Npiaguize L2 siv / Tacaas 10 Date 7 flams
FIBRINAZA-10, enteric-conted tablets 10 mg N30 batch N2 ES12600781 20ffy2

Oifice : GV Chambers, 7-2-C8 & £8/2, 1L.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factary : Plot No: $-8, 5-9, $-13/P & $-14/P TSHC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadeherla (M), Mahabubnagar, IN - 509 301. Telangana, india.



JEPYKABHA CJIYXKBA 3 JIIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Haaii Ceitnuunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIOY 37079055

BUCHOBOK

PO AKiCTh BBE3eHOro B Ykpainy Jikapcbkoro 3acoQy

25.09.2025 Ne 48422/25/26

PIBPMHA3A-10

(HalMenyBaHHS NIKAPCHKOrO 3aC00Y 3riNo 3 PpECCTPALLIHUM NOCRILUCHHAM)
1adaceTH, BRpHTI 060101K010, KKkoBoposumii no 10 Mr, o 10 Tabuerox y Gaicrepi; mo
3 onicTepn y kapronuii nauui

(hopMa BUITYCKY, HO3YRAHNS, BHA AAKYBAHIS NikapeLkoro 3acoby)
Homep peectpauiiitoro nocsinvenns UA/10426/01/01 crpok il peccrpauiiinoro nocsinuenns HeoOMeKeHUH
Cepis aikapeskoro 3acoby Ne KS125004131 KinskicTb BBE3€HOrO Nikapcbkoro 3acoby 150

Bupobhn Epeproen Jlaiig Cacucus Jlimiten, Iunis

(Halmeuy nang BHPOOHHKA JHKAPCHLKOIO 3aCo8Y. Kpaina noxomxens)

Bseseno B Yipainy TosapucTno 3 o6mexenolo pianosinannuicrio "OPrAHOCIH
JITHA", inenr. won: 24377666

(itafimeiysaniis Ta ko 3a €IPTIOVY opuansnoi ocobi abo npispuie, iM'e, o Garskoni
{(izuunol 0cobu - nianpuemus, i Micue npoxwsanis Ta peccrpauifivii nomep o6aikonoi
KapTKK Nnariika noyatkin afo cepis Ta HoMep nacnoprTa)

fiporokon sisyansuoro konrpomo sin 12.08.2025 N2 2760/01.10-25/5.
Jlaboparopruit ananis skocTi Nikapcbkoro 3acody 3icHeHN:

Jlaboparopis 3 korTposto sikocTi nikapenkux 3aco6is TOB "[JOBPOBY T-JIIKUJIAB" (M. Kuis,
Bys1. Hosropoa-Cisepebka, 6ya.3, HEXMTIOBI npuMilLEHs 92)

(nafimenynamis ta Micuesnaxoxeting 1a6opatopii, ulo nposena naGopaTopHui ananis fkocti)

BucHosok 1020 skocTi nikapeskoro 3acoby, sunannii nadoparopicio sia 24.09.2025 No 1317-25
Pesynbrari naboparophoro ananisy skocti nikapenkoro 3ac00y 3a nepesipeiuMy nokasHukamu BIANOBIARIOTEH
BHMOTaM METOIB KOHTPOJIIO AKOCTI (AHANITHYIHO-HOPMATHBHOT BOKYMEHTaLLT).

3a  peayabTavamit AepRABHOTO  KOHTPONIO BCTAHOBACHO, 1O nikapebknii 3aci6  Bssesero 8 VYkpainy 3
AOTPHMAHHAM BHUMOr 3aKOHOAABCTBA LIOAO 3a6E3MEUEHHS AKOCT JikapgpKux 3acobis,

]“.‘{a“‘»l?l’jlhl-lnl( Mikona XOJIOJEHKO

VHO) (nklﬁhnc) (iuinianu Ta npisnume)

%

(nociiona

0619 L
HoxgvExs



NEPMABHA CJIYKBA 3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos, Hanii Caitn wunot. 3. 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa CAPTIOY 37079055

BUCHOBOK
PO AKICTh BBE3EHOr0 B YKpainy JikapcbKoro 3acody

03.10.2025 Ne 50130/25/26T1

DIGPHUHA3A-10
(HaRMCIy Batng 1ikapehkoro 3aco0y 3rinio 3 peecrpattifiinum NOCBIAUEITHAM)
TabJeTikH, BKPUTI 060J101HIC010, KHINKOBOPO3uN i 110 10 mr; o 10 Tabserox y Gaicrepi; no 3
GJaicrepn y KapToHHii a4
(popara BHNYCKY. 403y BANIA. BA AKY BATHIS AIRAPCHKOro 3aco0y)

Howmep peccrpauiiinoro nocsiavenns UA/10426/01/01 erpok aii pecctpauiiinoro nocaiavenus HEOOMEMKEN U
Cepis nikapebkoro 3acoby Ne ES125004B1 KinbkicTs BBe3enoro nikapcskoro sacody 6000

Bupodiik Ereprospien Jlaiid Caencus Jlimiten. Ttis
(HadiMeiy g sHpoBHNKA ATKAPCLKOTO 3aC00y. KPaTHa OXOTKCHNN)

Bpe: . Torapucrpo 3 o6mekenolo sinnosiansuicrio "OPFAHOCIH JITILY,
Bezeno B Ykpaiuy inenr. won: 24377666

(Hadisteuymanns va xoa 3a €APTIOY 1opuinunot 0cobi afo npissuie. iM's. 00 6aThkosi (isuunoi
0cOBH - IANpHCMILL 1T Micue IpOKMBIHIA Ta peecTpauiitnit HoMep 06IKOBOT KapTKK HAATINKA
noAarkis a0 cepin Ta HoMep nacnopra)

MNpotokon sisyansioro kowrpomo sin 03.10.2025 N 3714/01.10-25/2.

3a  pesyapTaTamMu AEPHKAaBNOrO  KOHTPOMIO  BCTAHOBAEHO, WO fliKZ:ﬁ/Km"i 3aci6  Bseseno B Ypaliy 3
p

JMOTPHMAHHSAM BiMOr 3aKkoHOAaBCTBA 1MOL0 3a0e3neueiHs aKOCTLFikapcbKix 3acobis.

Haansuimg/S e N Mukona XOJIOIEHKO
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DIBPYUHASA-10, TabneTtku, B/0, KUIKOBOPOIUMHHI no 10 Mr N2 30 cepin N2 ES125004B81

CERTIFICATE OF ANALYSIS

i
CEPTUGIKAT AHARay & 21CP25100329

Product name / Haapa npoaykuii: ] FIBR!NAZA 10 /®IEPMHA3A-10

Pharmaceutical form / Nikapceka Gopmar

Strength/potency / Guna Ali7akTUBHICTb: 1 10mg(Mr)

10 tablets in blister; 3 blisters in a cardboard pack
110 10 1abnerok y 6nicrepi; no 3 BnicTepy y KapToHHIR navl

Type and size of packaging
Bug | posmMip yrigKosx

1 tablet contain; Serratiopeptidase in the form of granules 10 mg (aquivalent to enzyme activity
20000 U)

1 TabneTka MiCTUTL: CEPPATIONENTUAA3N Y BUINAAL rpaHyn 10 MI (exaiBanexTHO GepMEHTHIA

- aKTUBHOCTI 20000 on)

Active substances
iyl peYOBUHMK:

Manufacturer / Bupotrnk: : Evertogen Life Sciences Limited / Esepromxen Jland Caexona flimiten

{ Plot No: 8-8, $-8, S-13/P & S-14/P TSIIC, Pharma SEZ, Green industrial Park, Polepally (V),
Address: | Jadcherla (M), Mahabubnagar, Telangana, IN- 508 301, India
Agpeca: ~ nor N2 Ec-8, Ec-9, Ec~13/Mi ta Ec-14/01 Ti Ec Al Al Ci, ®apma Ec | 3er, [pin Ingacrpian fTapk,
' Monenanni (Bx) €auepna (EM), Maxabybuarap, Tenanrana, H-509 301, Ingis

eistra . N i — . : T vt MINUNIN =
Regi 'tvlatlon c\,‘rtmcate UA/10426/01/04 V'avud upto: | Unlimited term 5 icense Na.: | 19/MN/AP/2014/F/G
PeecTpauifine NOCRIAUEHHA: LivicHe o Heuﬁmw«(mem B Aivensia No: l
Batch N¢/ Cepis N2: ' ESi25004B1 1 Date of manufacture / [lata supofunursa: 05/2025
Batch size / Posmip cepii: [ 5667 packs {yrax.) ’ Expiry date /Mpupardnit go: | 05/2027
Tee,t Acceptable criteria (at batch r(,falwe) Resuit
HanrMeHysaHHR NOKaIHMKa Kpurepii npuiHATHOCTI { Ha BUIYCK) Pegynurar
e Pink, round, biconvex, enteric-coated tablets.

Desciiption i . N . .
Onue KUILIKOBOPO3YMHRHI TalNeTy POXEBOIo KONLOPY, KpYrnoi Gopmi, Complies (Bignosigac)

LABOONYKNI, BKPUTI 060/0HKOI0.

identification / igenTurdixkallisi

Serratiopeptidase The appearance of a blue color. Compliss (Blancsinae)
CeppaTionentmaasa ¢ Moapa BnakuTHoro 3a6apBREHHRA, pues

The appearance of a yellow color of the solunon with a solution of
© hydrogen peroxide. Complies (Bianosigac)
[oABa XoBTOro 3abapBNEHHA POZUMHY 3 POIUNHAM NEPOKCHAY BOAHKO

Titanium dioxide
Turansy OKCUE,

Red iron oxide ¢ Quatitative reaction with potassium ferrocyanide : ; .

1 @ i i g 3 oy Camplies (Bianosinae)
3anisa OXCH “epsoHMn i fkicHa peaxiia 3 kaniw depouianiacm
Average weight / CepegHa maca 185 mgmr) £7.5% 163.71 mg (mr)

© No more than 2 tablets in 20 deviates from the average by more than
¢ 7.5 % and none deviates from the average by more than 15 %.

He Ginble KK 2 TadneTkY 4 20 MOXKYT: MATW BIgXUNESHHA Big +1.16 %
| cepepHLoi MacK Ginblle Hix * 7.5 % Ta xoana 1abneTKa He NCBUHHE ’
| MATY BIAXATIEHHR Gmbmemxﬂ %.

Uniformity of mass
QUHOPIAHICTE MacK

Disintegration / Posnagaxns

H £ 1 i (3 fie S ro Y e i i

in 0.1 M hydrochloric acid Must not dlfmtn,bratethhm,’z hours Complies (Bianosigae)
50,1 M pO3HUHI KUCAOTU XADPCTOBOAHEBOT He noBuHHI pO3NAAATUCH NPOTRIOM 2 FOAWNH

in phosphate buttw solution pM 6.8 . Should Qnsmtegrate inno n’wre tha.n 1 hour 19 min, (xs.) 48 566 (ceK)
¥ GOCIHaTHOMY bytpepHnM}/ posymHi 3 pH 6,8 (MoK PO3NacTUCE He Binble HiXK 38 1 roguRy

M!crobno oglcal test/Mmpoﬁonouqu YUCTOTS

!he Toml aerobxr mwrobnal caunt (TAMC) / 3aranbne YUCHo depoGme Mikpocpranigmis (TAMC)

‘ NMT 10“CFU/g/ He Ginbuse 10° I\VO/r <10 CFU;g{KYO/I)

FIBRINAZA-10, entoric-coated tablets 10 mg N230 bateh N2 ESI25004B1 Tot/s2

Office ; GV Chambars, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Tefangana, India. www.evertogen.corn, CIN: 24232TG20L3PLCO8S5349
Factory : Plot No: §-8, $-8, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green industrial Park, Polepally {V), Jadcherta (M), Mahabubnagar, N - 509 301. Telangana, India.
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DIBPUHASA-10, Tabneten, B/0, KMILKOBOPO3UMKHHI o 10 Mt N2 30

cepis N2 ESI2500481

| The total combined yeasts/mould count (TYMC) / aransHe uncio ApikaxoBmx 1a ruticHssux rpubis (TYMC)

| Escherichia coli

Assay / KinbkicHe su3navyenus

© NMT 10% CFU/g / He Ginuwe 107 KYO/r ' <10 CFU/g (KYO/r)

i Should be absentin 1 g/ He RonyckaeTsCA HARBHICTL B 1 rnpenapary Absent (Bincyrui)

Serratiopeptidase
CepparionenTtnaasa - He Menwe 18000 O[)/rabn. | ne Sinswe 30000 OLY/Tabn. (He MerHwe 9,0

! Notless than 18000 UZtab. and no more than 30000 U/tab. {not less

i than 9.0 mg and no more than 16 mg at serratiopeptidase activity 2000

L U/mg). T mgis eq. to 2000 U 22600 U/tab. (Oa./vat.)
11.3 mg (Mr)

- Mriue Ginbuie 15,0 Mr npuw akTuBRoCTi cepparionentnpasu 2000
Ofifmry. 1 mr giancsigae 2000 O,

FIBRINAZA-10, enteric-coated tablets 10 myg N230 batch N ESI25004B1

CONCLUSION / BUCHOBOK
v The tests are performed in accordance with MQC of the manufacturer that approved by Mok of Ukraine.
v in the opinfon of the undersigned the sample referred to ebove is OF standard quality and is defined in the MQC.
v | hereby certify that the sbove information is suthentic snd accurate. This batch of product has been manulactured, including packaging/ebeling and

quality control at the above-mentioned site in full complisnce with the GMP requirements of the local Regulstory Authority end with the specification available in
registration dossier, Production, packaging and analysis protocols were reviewed and GMP complinnce was confirmed.

v BunpoCysanng ipoBeAeri SInoBHC 40 MKA BUPOGHUKE, 110 3amBepaxeni Hakaaom MO3 Yxpalku.
v BEIRHO BUCHOBKY HUXUEIIANUCAHOTO, BULUBBREIGHUE 3DA30K MEE CINAHABPMHI NOKASHUKY AKOCMY, nepegbavesi MKA,
4 Lur 8 38CRIaUpI0, WO MBBLAEHS BUWE MPOPMBUIR € [OCMOBSIpHOK ma mounoi. Lo cepivo npoaysull Gyna BUDOGABMO (BKIIOYEHNU

ORYBEHHAMOPKYBAKHA) MS KOHMPOL [T AKOCMI M3 BULIEIDIHBWEHI BUOOOHUYIT RINbHULI NDOABAEHO Y NOHIl Bign08IGHOCMI 3 BUMOrgat GMP, BCMAaHOBNeHUMY
MICULBUM DEIYARMOPHUM OPrBHON, 8 MBKOX RiANOBIGHO A0 CHEUUGIKBUR, UG MICMUMBLCA B PRECMPAaYiMOMY 4OCKE. [TOOMOKOAL BUPOSHUUMES, NAKYABHRA NE
SHAAIZR ByAu neparsinHymi « BCINSHORNEHY BignosigHicms GMP,

Person, authorizing the batch release / Ocola, BianosifanuHa 33 sunyck cepif

QA-AGM S 04-07-2025

R.Ganapathi Rao

Date / Qamy

Name /Tpissuye Pagidon / florays Signature - Mignuc

Zoftaz

Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www,evertogen.com, CIN No. U242327G2013PLCO85349
Factory : Plot No: §-8, 5-9, S-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M}, Mahabuboagar, IN - 509 301. Telangana, India.
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Evertogen Life Sciences Limited

Everiogen

OIEPWHEAIA-10, TabneTiw, B/, KUIIXOBOPOAYMHKI no 10 Mr N2 30 cepln N2 ES12500381

CERTIFICATE OF ANALYSIS

1l
CEPTUGIKAT AHAIZY he2iGFas100327

Product name / Masea npoayxuii: LFIBR[NAZA—‘]O / OIBPUHA3A-TO : I

Pharmaceutical form / fllkapceka dopma: ] enteric-coated tablets / TaBneTky, BxpuTi 060NOHKOIO, KMLLKOBOPOIUMHHI '

Strength/potency / Cuna alifakrMBHIGTL: l 10 mg (mr} I '

Type and aize of parkeging] 10 tablets in blister; 3 btisters in a cardboard pack
Bupgiposmip ynakoekui no 10 rabaetok y GaicTepi; no 3 GaicTep y KApTOHHIA nayui

) : 1 tablet contain: Serratiopeptidassin the form of granules 10 mg (equlvalent to enzyme activity
Active substances: | 20000 U) . ;

Bitoyi pevoeuHM: | 1 TalBneTka MicTHTL: CeppationenT4aa3n y BUIAAAi rpanyn 10 Mr (eKeinaneHTHa depMeHTHIN
BKTUBHOCTI 20000 OA)

Manufacturer / BUpoBHMK: [ Evertogen Life Sciences Limited / Epepropicen Naii Cacnenz Nimlren j

Plot No: 5-8, §-9, 8-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally V),
Address: | Jadcherla {M}, Mahabuhnagar, Telangana, IN - 509 301, India ]

Anpeca: | Mnot N2 Ec-8, Ec-9, Ec-13/Mi 1a Ec-14/11i Ti Ec AR AR Ci, dapua Ec | 3er, pid InpacTpian Napk,
MNonenanni (8l), €auepna (Ex}, MaxsOyOHarap, Tenaxrawa, IH-508 301, iHain

Registration certificate: Valid upto: | Unlimited term License No.:
Pescvpauliite nocelnueHHn; UA710426/01/01 lilicke ao: | HeoBriemennii Sivenzia N9; 10/MNIARL2014FIG
Batch N2/ Cepla N2: I ESI25003B1.. l Date of manufacture / flara avpoBHuLTaS: | 05/2025 ’
Batch size / Poamip cepii: I 6 667 packs (ynak.) I Expiry date / MpuwaarHui no: | D5/2027 I
A Test Acceptable criteria (at batch realize) Result
HaliMeHyBsaHHA ROKAsHWKA Kpuvepii NpuAHATHOCTI { Ha BHNYCK] PeaynsTar
s Pink, round, biconvex, enteric-coated tablets.
Descriplion . i ’ .
Dnuc KMWKOBOPO3UWHHI TaBNETkY pOXEBOro KoNbQy, KPYrNOT hapii, Complies (Bignosinag)

ABOONYKNE, BEPHTI 060A0NHKOIO.

Identification / laesTigikanin

Seratiopeptidase The appearance of a blue cotor.

Ceppariongntunasa INoABa 6AaKMTHOFD 306apancHHs. Complies (Binnosinae)

The appsarance of a yellow color of the solution with a solution of

Titanium dioxide .

me{g OHCHA hydrogen peroxide. Complies (Bianosinae)
MoABa XoBTOro 3362PBACHIIR PO3UMHY 3 POAUMI IO NEPOKCHAY BOSHID

Red iron axide Qualitative reaction with potassium ferrocyanide y % .

3aniaa oKCHAHEDBOHME AkicHa peaxuin 3 kanio Gepoyianinom Complics {Binnosinac)

Average waight / Cepeata Maca 186mg(mr)=7.5% 152,76 mg (mMr)

MNo more than 2 tablets in 20 deviates from the average by mare than
7.5 % and none deviates from the average by more than 15 %. 1.38

Uniformity of mass \ 3 )
Y He Ginutue HEX 2 rabnayku iz 20 MOXYTb MaTU BIAXIICHHA ala %

QAHOpIAHICTL Mack = . . .
AHOPL cepejHbol HMacK Sinble HiX £ 7.5 % Ta xoaua Tabnetka H& NOBWHHA a2ar
AT BlaxMNeHHR Ginblue Hix = 15 94,
Disintegration / PoanagaHug
in 0.1 M hydrochloric acid Must not disintegrate within 2 hours R 4
80,1 M pO3uMHI XUCAOTH XNOPUETADOAHEBDT He noevHHI poanapatics AROTATOM 2 FONMH Gompliss {Bianosiaae)
in phosphate buffer solution pH 6.8 Should disintegrate in no more than 1 hour

¥ docharHomy SydepHoMy PosHMHI 3 pH 6,8 [TeBMHHI poanacTuck He Ginbiue Hivk 33 1 FOLMHY 19 min. (xe.) 48 sec (cex)

=+ T

Microbiological test / Mikpo6lonoriuna ykcroTa J

The total aeroble microbial count (TAMC) / BaransHe H1cno aepobhmx 1ikpoopranismie (TAMC)

o

mTsnes R “o
NMT 16° CFU/g / He Ginaure 10° kYO & U\c\\\.l <10 GFU/g (KYO/r)
FIBRINAZA-10, anteric-coated tablets 10 mg Nesp batch N2 ES12500381 f&a:, JADC 1offa2
I -
A

Office : GV Chambers, 7-2-C8 & C8/3, I.E,, Sanathnagar, Hyderabad - 500 018, Telangana, india. vivry.evertogen.com, CIN MNo. U24232TG2013PLCO85349
Factory : Plot No: 5-8, 5-9, $-13/P & 5-14/P TSIIC, Pharma $EZ, Green Industeial Park, Polepally (v}, Jadcherla {M), Mahabubnagar, [N - 509 301, Tefangana, India.
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Evertogen

Evertogen Life Sciences Limited

QIEPMHAIA-10, T6ABTKH, B/0, KULWIKORDPO3UMHHE no 10 Mr N2 30 capia N2 ES125003B1

The total combined yeasts/mould count (TYMC)I.'Ba:_‘aane YMCNO ApIKAKOBKX Ta NAIGHABUX rpusis (TYMG)

e

NMT 10% CFW/g f He Ginutuc 10° KYO/r <10 CFU/g (KYO/r)

Escherichia coli Should be absentin 1 g/ He nonyckaeTsca HasoHICTs B 1 F npenapary Absent(Biacytui)

Assay / KinbkicHe EWZHaueHHA

Not less than 18000 U/tab. and no more than 30000 Uftab. (not less
than 9.0 mgand no more than 15 mg at serratlopsptidase ectivity 2000
Sermatiopeptidase U/mg). 1mgls eq.10 2000 U 22600 Uftab. (Oa.frab.}
Ceppatlonenvugasa He menwe 18000 OA/7a6n. | He Ginbwe 36000 O/l/rabh. (He MeHwe 9,0 11.3mg (Mr)

#r i Ha fifbure 15,0 Mrnpu axtMeHocT] cepparticnentugasu 2000
Qf/mr), 1 Mr signosigae 2000 Of.

e

CONGLUSION / BUCHOBOK z
v Thae tasts gre performed In accordence with MQC of the manufacturar that appraved by MoH of Ukraine. :
v Int the opinion of the undersigned the semple referred to abave is of stanterd quality and is defined In the MQQC,
v I hereby certify thet the above Information Is authentic snd sccurate. This batch of product has been manufectured, Including packoging/lebaling and

quailty controt at the above-mentionad sita In full compllance with the GMP requirements of the tecal fagutatory Authority and with the specification aveitable in
registration dossler. Pradugtion, packsging and analysis pratocols were reviewed and GMP compliance was ¢onfirmed.

v BunpoGyasrna nposeneni algnoelano ao MKA BUDROGHUKS, L0 3amaanaweni Haxaaom 103 Ykpaliu,
v 3rigHO BUCHOBKY RUXYeRIANUCANOrD, SULEaKa3aHIE 3PB30K MIE CIMAHAEGPMILE ROKAINUKY AKOCMY, nepenGaveni MKA.
v Uum A sscelguyo, wo uesegews suwe Ihgaprauls € gocmosipwois ma maouwow. Lo cepiic npogyxull Gyno BUPOONEHD (BRMOYSIOVY

NAKYBBHHA/MEPKYSBHHA) M8 KORMPOnRs T AKoc H2 BULE38IHaYERIT HUPOGHUYIG AIALHULT NPOBEABHO Y RODBHIG BigNOBIGHOCMI 3 BUMOraNM GMP, BECMBaHoBRBRUMY
HICUBBUM PErYAAMODHUM QPIEHOM, & MAKoN BlAresiano A0 coewudicayl, wo Micmumens o peecmpauitnomy flocse. Npomokoay BUPOGHUUMAS, NaKysEHHR ma
aHanf3ta Oynu neparnaHymi - Bernakoaneo olgnosigricms GMP, F

Person, authorizing the batch release / Oco6a, ul,qnouip,anwp):s sHUnNycK cepit
R.Ganapathi Rao QA -AGM AL 30-06-2025

Name / Mpiasuwe Positlon ¢ Necopo Signatura / [liniue Date / Asma

FIBRINAZA-10, anteric-coatad tablets 10 mg N230 batch N2 ESE2509a81 2afla2

Office : GV Chambers, 7-2-C8 & C8/2, LE, Sanathnagar, Hyderabad - 500 018, Telangana, India. \-.rwv.'.evert'oéén.cnm, CIN No. U24232TG2013PI.CO85349
Factory : Plot No: 5-8, 5-9, 5-13/P & S-14/p TSNC, Pharrna SEZ, Green Industrial Park, Polepally (v), Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.




JEPKABHA COVYKEBA 3 JHIKAPCHLKHUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KMEBI

npos, Haaii Caitaninob, 3, 02099, Ten. (044) 295-26-85
- E-mail: dis.kyiv@dis.gov.ua, Koa EAPTIOY 37079055

BHUCHOBOK
PO AKICTh BBE3CHOTO B ¥ rpainy sixapesxoro 3acofy

25.09.2025

DIGPHHA3A-10

No 48421/25/26

(uatinenysanis sikapeskoro sacoly 3rimio 3 pecerpartifimin NOCBIAHEHNAM)
TaBNETKH, BKPHTI 060J0HKO0I0, KHILIKOBO pozanmti no 10 mr, o 10 Tabreror y Baticrepi; no
3 BaicTepn y kapronuiit navwy

{popma eunyery, nosysaimns, s nagyBanas nikapehkoro aacoGy)
Homep peectpauitivoro nocsinuenna UA/10426/01/01 CTPOK AT peecTpauiittoro noceinyentst HEOBMEKEHANT]
Cepin nikapchxoro sacoby Ne ESI2500331 Kinbkicrs seesenoro nixapcskoro saco6y 5980

Bupo6uk Esepromuen Jlaiid) Cacrcua Jlimiren, Innis

(eradiseerynanins sipodinka AROpELKOrO 3ac0Gy, KpaiHa NoNom#eHHR)

Breaeno B Vipatny Tosapicreo 3 o6aencenons sianosigaasuicrio "OPTAHOCIH
JITI", izenr. won: 243776606

(naftmenypanis Ta ko 30 CIAPTIOY 1opuauaiior ocoby afio npiseuwe, in's, No GaTbrOD]
(Hanunol 0coBu - nianpucsus, i aticue TPOKIINALI Ta PECCTPAUIiiHKIT HOMEp 06JTixonoT
RAPTRH aTIIRA noAaTkin alo copin Ta 110MER nacnopTa)

MpoTokan sisyansuoro konrpomo nin 12.08,20235 3 2760/01.10-25/4.
JlaGopartopuuii ananis akocri NiKapehRoro 3acoby 3aiiicennii:

JlaGopartopis 3 koutpomo sxoeri mKapeskuX 3aco6is TOR "HOBPOBYT-TIKUIAE" (M. Ku's,
BYJI. I-IonropomCiBepcmca, ByA.3, HeKHTAOB] npinMintenns 92)

(HaRMenrysanny Ta MlcuesHax oLl 11 fnaboparopii, wmo ftponcna Aaboparopuuii ananis fxocTi)

Bucronok utonio akoeri aikapeskoro 3acoBy, siaamiit naGoparopicio sin 24.09.2025 No 1316-25

PesynwraTu hiabopaTopioro aHanisy skocti hikapcrkoro 3acoBy 3a nepesipena nokasuikamMyu Binmoninaor,
BHMOranM MeTOAIB KOHTPONIO fkocT] (i]HEU'liTl-l'lHO-IIO]).\IE!‘I‘HBJIOT.llOK)’MCHTEquD.

3a pesynvraramy Jepeaniioro  kouTponio sCTancanciio, 1o hikapepruii  3acia BBC3CHO B Yikpaluy 3

AOTPHMAHHAM sumor JAKOHOAABCTBA W00 3adeaneuen g AKOCTI Jikapekrux sacobin,

Muxong XOJIOAEHKO

TROIQ) (ninnpe) (infuiann 1a npissuLe)
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