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| Identification / [pesmmchitayin

1Y ocdarHoMy SydepHomy poauitki 3 pH 6.8

PIEPHHAIA-10, Tabnetxn, slo, mtwkoroposumnsi no 10 ur Ne 30 cepin Ne ES123004B1

Product name / Hassa npopyxyii: [ FIBRIHAZA—‘IG_.! CIBPUHA3A-1D

- Pharmaceutical form/ Mikapcoka hopma: [ enteric-coated tablets / Tabnetiu, exputi 06onoHKowp, KMLUIKDBOPOSHMAH

CERTIFICATE OF ANALYSIS

Strengihiootency / Cuna gilfaktuesicrs: | 10 mg {Mr)

Type and size of packaging / Bun i poamip yaaxosku] 10 tablets in blister; 3 blisters in a cardboard pack / no 10 vabnetox y Gnictepi; no 3 Gricrepy y KAPTOHHHA Ma|

‘Active substances { flitoui pevosuim’

1 tablet contain: Sematiopeptidase in the form of granules 10 mg {equivalent to enzyme activily 20000 )
1 TabneTka micTTs: cepparionentuaasy v surnagi rpauyn 10 mr {exsiBaneiHo depmenTHil akTusrocT 20000 0f)

Manufacturer / BupoBrui: Evertogen Life Sciences Limited / Esepromxes MTaitch Cacheus Tlimitep

Plot No: -8, 89, 5-13P & S-ﬁ:’P TSHC; Pharma SEZ, Green Industrial Park, Polepaily (v}, Jadcheda (M),
Mahabubnagar, Telangana, IN - 509 301; India

AUIeSS  ARDECA | 1or Ne o8, E0-9, Eo AT 1a Eo A4/ Ti £o A AR Ci, ®apwa Ec 1 3er, [pin Ingactpian Mapk, Monenami
(B1), Eauepna (EM), MaxabyGHarap, Tenakrana, 1H-500 301, fuain
Registration Eﬂf{iiiéa't'e'f'Péé‘tfbauiﬁﬂe nocelguenns: | UAMGAZ6/01/1 | Valid upto / Gitiewe zo: | Unlimited term / ueoBmexen

License No: { Miyensia Ke: | 19/MN/API2C14IFIG

Batch Ne / Cepig Ne; £S123004B1 Batch size / Poawip cepit: B 667 packs/ynak.
Date of ‘manifactire f Java- BupoBrvTEa; 04/2023 ‘Expiry date /Tepmin npuaarsocric | 0412025
Test Acceptable criteria (at batch realize) - Resuli
Haktmenysanus noxazimea Kputepii npuitnatioe { va BHAYCK) . Pesynbrar
Fink, round, biconvex, enteric-coated tablets,
Descioion/ Onue KuitiKOBOPO3HMHHI TabieT poxesoro KONLOPY, KDYINOT POPMK, ABOONYKR, BKPHTI Compliss (Bignosigag)

-

OBOROHKDG.

 TI0BUHHI POINACTUCH He Binblue HiK 3 &1

Sematopepidase The appearance of a blue color, , o
! Cepparionentupaza TNonsa BnakuToro sabapenewns. Complies (Binnosinac)
Tianum diokide The appearance of a yeliow color of the solution with a solution of hydrogen peroxide. Complies (Biarosinac)
TuraHy jokeun, lNosea xoBYOrO 5abapenents PO3YUHY 3 POZUMHOM NEROKCHAY BOANID PiEs {Einosinae
Red iron oxide Qualitative reaction with potassium ferrocyanide Complies (Bianosiaac)
_ Sanka ko Hepaoi Fikicua peaxyin 3 kanin hepouianinom P fiNosiAa
Average weight / Cepeing Maca 155 g {mr) £75% 1540 mg (mr)
Not more than 2 tablets in 20 deviates from the average by more lhan 7.5 % and none
- Uniformity of ress deviate from the average by mare than 16 %. -3.12 o
1 OaHopigHIcTL Macy He Binbiue Hix 2 Tabretky iz 20 MOXYTh MATH BIZXMNERHS BIA CepeHbol MacH Sinwe +2.27 7
3! HIX 2 7.5 % Ta x0AHa TaBneTka He NOBKKRE MATH BIEXANEHHS BiftbLe HDX x 15 %. |
Disintegrafion / Posnajars N
1 In 0.1 M hydrochloric acid Must not disintegrate within 2 hours V. : L N
| 80,1 M poaumki kucnoTy ANOPUCTOBOAKEBT | He noewHHi posnagames npotsirom 2 1o e Comples (Bianasizac)
in phosphate buffer solution pH 6.8 Should disintegrate in no more than 1 WS 18.35

Microbiological test / MixpoGionorika wucrora

The tolal aerobic microbial count {TAMC}/ aranbue uneno aepobix MIKPOOPraKiaMis !

s

NMT 102 CFU/fg / He 6insiue 10° KYOIr \‘\F' AN

<10 CFljg (KYOrr)

The total combinad yeasts/mould count (TYMC}/ 3aranshe 4icno Spixmkoeux Ta nAicHAsH

o

NMT 102 CFUlg / He 6imblue 102 KYO!r <10 CFUig (KYOr)

#scherichia cofi

i, Absent (BincyTwi)

Assay / KinbkicHe euanaveins

[
o -
]

Should be absentin 19/He NONYCKRETLCR HANBHIGTL 8 1 r npenapary

|
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Evermgeﬁ Life Sciences Lis

ited!

DILPHHAIA-10, vabnetxs, s/lo, KAWKOBOPOINHHET Ho 10 mr Ne 30

——— ey

copis Ne ESI23004B1

NLT 18000 Uftab and NMT 30000 UHab.
{NLT 9.0 mg and NMT 15 mg at serratiopeptidase activity 2000
1mgis eq. to 2000 U
- He menwe 18000 OfYfra6n. i we Binswwe 30000 Offra6H.
* (He Merwe 9,0 mr i ke Sinsuie 15,0 mr
1 mr sigronigac 200G ON.

Senratiopepidase

Cepparionentugasza.

Np¥ BKTHBHOCTI cepparionenmaasn 2006

L¥mg) 23181.0  Uhkab. (On.1ab)

hjr.tr). 116 mo{mr

CONCLUSION 1 BUCHOROK

| The tesis are performed in actordance with MQE of the tanufacturer that approved by MoH of Ukraine.

In the vpinion of the undersigned the sample referred to above 18 of standaid quality is defined in the MQC,
| hereby certify that the above information is authensic and accurate, This batch of product has been manufacturad
mentoned site in full compiiance with the GMP requicements of the local Regulatory Authority and with the' spegi

packaging and analysis records were reviewed - found to be in compiiance with GMP.

BHApOGYBaRHA 1poBaAeH BIAN0BIAND K10 MK BupobiMka, o 3aTeepaKeni Hakasom MOS Yxpais.

3MAHE BUCHOBKY HUKYEN{ANHCAROTD, BUUIEBKA3EHMA 3DAIOK MAS CTAHAADTHI NOKA3HUKK AXOCT], nepezbausHi MES.
L 7 3acaiguyio, wo Hasegena suwe iHbophaiia & OCTORIPHOI Ta Too. Lo Cepire npoayxuit Bynio spoebneHo
BULLE2A3HAMEH BHPOOHAIA BinbHIL NpoBeaEHD ¥ NOBHIA BIANGEIAKOCT 3 BMMOral GMP, BCTaH0oBNEHMMM MICLEEHM
WO MICTHYLES 8 peecTPaliRHOMY 20062, FIDOTORSIK BHPOGHHLITBA, NaxyBaHHA Ta aHaniaia Bynu hepernsHyTi - BoTaHo

fication available in registration dossier. The batch processing,

BTIGHD BiANOBifIHICTL GMP.

including packagingflabeling arid quality contral at the above: -

(BXIHONA0GH RarysarHaMapkysanis) Ta KORTPOMG ¥ AKOCTI Ha
PESYARTOPHAM OPrasoM, a TakoX BianoBiIHo Ao cneundikaLn,

i L T VU

Person; authorizing the batch release/Oco6a, Bignosigapeua 3a BHAYCK Cepii

(. Srinivasa Rao Manager QA

U

1710412023

Name / Opiasuuge

Position ¢ MNecana Signfure |

Mignisc Date of signalure / Bata niprwcanes
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