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Evertogen Life Sciences Limitad

DIEPMHAIA-10, TabRerHs, Blo, KYWWKeBOPCINKHKE o 10 Mmr N2 3D ceplr Ne E512400281

CERTIFICATE OF ANALYSIS
CEPTMOIKAT AHATIZy & 21CP24100276

Product niame f Hasea npoayey: [ FIBRINAZA-10 | SIEPUHA3A-10

Phamaceutival form / Nikapeuka dapua: Iﬂleric-coaled lablets / aGinewvs, Bxpuri oGonokolo, KUUHOBOPOIHIHKE

Strengthipotency / Cyna piifakTvanicTs: mmg {mr} N
Type and size of packaging / Bug | poaMip ynamnmbu tablets in bilster; 3 blisters In 2 cardboard pack /no 10 Tabnetox y Brictepi; no 3 GrlcTepk y kapToRHif nauyy

—p—

1 tablet contain: Seretiopepiidase in the farm of granules 10 mg (equivalent o enzyme aclivity 20000 L)

Astive substances { o] pesooiat: 1 abnexa micTuis: ceppationentiaas ¥ SUINANT cparyn 10 Mr (eXeiBansHTHO thepsenTHiA axwaH0CT] 200000f)

Manufacturer / BrpoGHps: Evertogen Life Sciznces Limited { EBepromxeH Jlaiich Caencua Niutreg
I

Plot No: 5-8, 59, $-13/P & S-14/P TSI!C, Pharma SEZ, Green Industial Park, Polepally {V), Jadcheda (M),
Mahabubnagar, Telangana, IN - 509 3, India

Address / Anpeca: {Tnot Ne Ec-8, Ec-9, Ec-13M va Ec-14/T T Ec A Adi Cf, ®apma Ec | 3er, Mt Igacpian Napk, Nonenanni
{B), Exuepna (Ex), MaxaGyGnarap, Tenanrana, IH-509 301, lualn
Registralion cerfificate / Peecpayjiing nocaiguents:; ummzsmwm l Valid uplo / [ierz go: | Unlimited temm / veaBmexequii
License No. / Niuewsin Ne: | 1SIMNIAPIZ014IFIG
BatiNe/CeplaNe: | ESI40028¢ ] Bath sze / Pogalp cepit: | 6667 pacie/yna, [
Dale of manufaclure / fara BipoGHUyTRA; I_ 04i2024 —l Expiry date / Tepain npigamiocr: [ 0412026 l
[" Tesl Aceeptable eriteria (at hatch realize) T Result
HaMeHyBaHHs nDKasHHxA RpHrepit npmitkamieeT { sia BUyCH) Peaynstar
Pink, round, biconvex, eneric-coated fablets,
Desapion/ Onie KestuoBopozuuHHi TaBneru poxesaro KCNLOPY, KpyiroT 0P, AEONYKNI, BxpmTi Complies (Binnoslgae)
ofononkei.
Identification / Inenmedivauin
Semalopepidase The appearance of a biue color, N )
Ceppationzanminasa Norsa GnarmHero 3aGapsnzkis, Complies (Bianozinac)
Tisnumdioxida The appearance of a yellow golor of the solution with a solution of hydrogen peroxids. A
Tomeny oot M0RBa X08¥010 3afiapBneHHs posiry 3 POIUHHDM NEPOKCHAY BOAHID Compfies (Bianpaigae)
Redion odde Qualilative reaction with potassium ferrecyanide e R
3arka oHog uepacka Avicra pearuin 3 xanho chepoufanigot Complies (Binnosigae)
Average weight/ Cepeana Maca 185mg {mr}275% 1514 mg (Mr)
Mot more than 2 tablels In 20 deviates from the average by more than 7.5 % and none
Uniformity of mess deviate from the average by more than 15 %. -1.30 2
Qauopigricts mack He Ginble six 2 Tabnerwy iz 20 MOXYTb LA TH BILXUNEHHA BI) CEPEAHLOT MacH Hifbiua +{.19 :
Hixt & 7.5 % T8 0ka 7a06N8Ta He N0BKHHE MaT BIAXANBHHA Binblue ik & 15 %.
Disiategration { Poanagausn |
in 0.1 M hydrachlosic acid Must not efisintegrate within 2 hours o
50,1 M poswunl scnows xnopucrasoneaal | He nosmiil goanaaanich npoTaram 2 rogun Complies (Bignoalgae)
in phosphate buffer solution pH 6.8 Should disintegrale In no more than 1 hour

16 min. {xa,) 38 sec (cek)

¥ thocdpatHoMy Bythephonsy poauhl 3 pH6.8 MoewkHi ponacmies e Binswe Wik 2a 1 ronuHy
Wicrabiological test / MispoBionoriura ukcrota
The total aerohic micrablal count (TAMC) / 3aranbhe witcno aepabkx Mixpoopraviasia (TAMC)

] NMT 109 CFUYg / He Blnswe 10° KyD/r ' <10 CFUIg (xvain)
The tofal combined yeasts/mould count (TYMC) / 3arantie HENO ApikGKoakX T8 nleHsee musls (TYMC)
i NMT 102 CFUig / He GinsLue 102 kYOS <10 CFU/g (KvOrr)
Escherichia coli Should be absentin £ g/ He ponycraemeca vaneice 84 1 npenapary Absent {BigcyTwi) o
Assay { KinbKicHe BHanadema !
FI8RINMAZA-10, anteric-coated tablels 10 mg 30 bilch Mz ESI240026{ loflaz

Office : GV Chambers, 7-2-C8 & €8/2, 1.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. Uz4233TG2013PLCOB5349
Factary : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrlal Park, Polepally (v}, Jadcherla {M), Mahabubnagar, IN - 509 301, Telangana, India
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vertogen

tverfogen Life Sciences Limited

PIEPHHAIA-D, vanetry, Blo, kuWKoBopoaYMKHI N 10 mr M2 30 cepla N2 ESI12400281

NLT 18400 Uftab and NMT 30000 Utab.
{NLT 9.0 mg and NMT 15 mg al seratiopeplidase activity 2000 Ufmg) 24060 URab. (O /ra5)
Semafopeplidace 1mg s eq. to 2000 U

Ceppationenntgaza He sene 18000 Off/vafin. i He Ginwie 30000 Offratn,
{Re merwe 9,0 wr i ke Ginewe 15,0 MI I akTHakecT ceppationentaaz 2000 Ofur). 1203 mg {mr)
1 ur sigmosigae 2000 O

CONCLUSION / BKCHOBOK

Tha fests ara perfarmed in accordance with MQG of the manufacturer thal approved hy Mok of Ukralng,

In the opinfon of the undersigned (he sample referred to above is of standard quality is defined in lhe MQC.

I hereby cerlify that the abave information Ts authentic and accurate, THis balch of product has been manufactured, including packagingAabaling and qualily control at the abave-
meatonzd sile in full campliance with the GMP requiraments of the focal Regulalory Authodty and with the specification avallabla in Tegistralion dossler. Tha batch procsssing,
packaging and analysls racords were reviewed - found (o be in compliance with GMP,

BunpoBysarnr npesenent eignosigHo xo MKA BHpaBHKKa, 1o IBTBEREH Haxasom MO3 Yipaini,

3rAKO BICHOBKY HIDKIERIANKGAHOTD, EWLEBHAIEHHI JPAI0K MBS CTAHAIPTHT ROXATHIKM SIXDCT, nepenSaqexi MK,

Lt & 2acalnayn, uo uamegena evue ikthoprayia © ACCTOBIPHOR T8 TO4HE0. Lo caplio nposywyit Gyno enpobreno (BrAI0MEKY NERYBAHHR/MANKYRZHHA) T2 XOHTPARD IT AKOCTI Ha
BHlyaaazHaueii enpobineii Alne noosanenD y nooHiA BloeizHoct 2 ouoram GMP, BCraloancHHa MICUEBMH PEryNATOPHYM CPEaNCh, B Takox BlANEIIHO Ao cneyudicayl,
140 MICTHTECH B PEECTPAINHOMY OCLE. Iporokon: enpolinuLTBa, hakyaaHHsa Ta ananiale GyAK REPETAANYTI - BOTHOBNEHD BIANCE! MMk GMP.

L Parson, authorfzlng the batch relegse f Ocola, slanosigansHa 3a BIKYCK cepil ]
| GSinasaRo | | Manager QA || YU — 1] 23-05-2024
Name { Mpisanwe Position { Mocaaa Slgnalfira 1 Ripmic Dale ol signiture / ot nignicana

FIBRINAZA~1D, entaric-costed tablels 10 mg Ne30 bateh N2 ES12400281 2affa2

Office ; GV Chambers, 7-2-CB & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, Indfa, www.evertogen.com, CIN No. U24233TG2013PLCO85349

Factary ¢ Plot Na: 5-8, 5-8, 5-13/P & 5-14/P TSIIC, Pharma 5EZ, Green Industrial Park, Polepally v},

Jadcherla [M}, Mahabubnagar, [N - 509 301, Telangana, India,




