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CEPTHOIKAT AKQCTI
CERTIFICATE OF QUALITY

i

' 'YKPJ]IB@, Tabnerkd 10 250 Mr

et by

Haspa npogyxry: xog 28075841
Name of product: UKRLIV®, tablets 250 mg : Lmﬁgﬂ
Craa aif: YPCOIeOKCHXOMIERE KACTOTA — 250 MT \%& RATH
Strength: Ursodeoxychbolic acid — 250 mg f@,!wf =
Cepin Ne/ Batch No.: SUA4004 Posmip ynawoskw / Package size:  Ne100 (10x10) \hlgi’l(?__/f
Pecerp. Ne/ AR.No.: FP/0439/24 Tun ynaxosrss / Pack type: Enicrep / Blister

Poamip cepii/ Batch sizes 30¢ 000 Taf/tab Hata purorosnenns / Mig, dater 06,2024

Kin-ve ynaxosow / No, of packs: 3 000 Tepmin npugaraocti/ Exp, date:  05.2027

Kpaina / Market: UKR

Peccrpaniitie nocringenan Ne: : TEPMIE AT BeoOMekeruit

Registration Certificate No.: UA/11750/01/01 unlimited validity

Nein Haaga anaunisy Crieriicania Pe3yabTaTi ananisy
Sr. No. Test name Specifieation Test result
Cruie Kpyrni, gpoemyxmi tabnerws, Ginoro xomwopy, Binnogipae
_ rEapeReKi 3 060X Gokis,
; Deseription White circular biconvex uncoated tablets plain on Complies
both sides.
IrenTadiranis Hacw  yrpumypanus  ocwopioro mika  ua | Bianosinae
XPOMETOrpaMax  BUnpoGOBYBANOIO  DOIUMAY |
POSYMHY FOPIBHAHEA, OTPHMAHNX NpK KinbkicHomy
2 BH3HAYCHHL, TOBUAH] s0iraTHed.
Identification In the Assay, the retention time of principal peak in | Complies
the sample solution should be similar to the
retention time of standard solution.
QanopiEHicTs no3oBanuy Bignosizae sEMOTAM Bixnoninae
3 OIHH I,
Uniformity of dosage units Conformn to requircments Complies
Crupanicts He Gigrwre 1,0 % 0,66 %
4 Friability Not more than 1.0 % .06 %
Poanananss He 6inpwze 15 xn 7 xB 50 cex
5 £ , . . 21
Disintegration Not more than 15 min 7 min 50 sec
PosynneHHs He serme 75 % (Q) 32 45 xp 98 %
8 Dissolution Not less than 75 % (Q) in 45 min 98 %
Cynposinut nomimxn XeHOOLOKCHRONIERT KIHCAOMA — HE BinbIne 1,5 %; 0,313 %
Gy0b-axa inuta domiuma — ve Gissme 0,5 %, Husicue pisHs By3HaveHHS
cyma domiwax — re Ginbme 2,1 Y%, 0,313 %
7| Related substances Chenodeoxycholic acid < 1.5 %; 0313%
Any other impurity < 0.5 %. BDL
Total impurities < 2.1 %, 0313%
FP/0435/24 Crop./Page Ne: 1 afof 2
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Nen/n Ha3zga snanisy Crenmdikanis PesynbTaTil aHAH3Y
Sr. No. Test name Specification Test result
Kinkxicre RimHaCHAL 95,0 — 105,0 % YpCOAOKCHXOMIEBOT KHCROTH BiX 98,3 %
JAABNEHOT KiNLKOCTI.
8 Assay 95.0 to 105.0 % of ursodeoxycholic acid of label { 98.3 %
claim.
Jannurkosi Kinskecti oprarivkux. | CnApt izomponinosui — ue Ginsme 5000 ppm, 2981 ppm
9 POITHHHHKIE
Residual solvents Isopropyl alecohol ~ NMT 5000 ppm. 2681 ppm
Mixpobionoriuna uacrora JarameHa  KiNBKICTh 2epOOHEX  MIiKDOODramiaMie
(TAMC) — ne Sinnme 10° KY O/, < SO KVQ/Ir
3araneda KIMGKIGTE HPBKOKORWX 1 VNiCeHeBMX
rpubip (TYMC) — ne Ginpme 102 KVO/ < 10 KYOrr
Bincyaicts Escherichia coli 8 1 T npenapaty. BigcyTna
10 Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFUyg, < 50 CFll/g
Total combined yeasts and moulds count (TYMC):
NMT 10? CFU/a, <10 CFU/g
Lscherichia coli muust be absent per 1 g, Absent

BUCHORBOK: / CONCLUSION:

TTposyKT BUFOTORNEHO, YNIZKORAHO Ta NPOAHANIBOBAHO 3TLLHG 3 BHMOIAMA PCECTPALIHHOTD NochifTenys,
The preduct is manufactured, packed and analyzed as per requireroents of Registration Certificate.

Binriosinae crangapraM ta Bumoran-GMP.

It complies with GMP standards and requirements.

Jlinensia Ha BHPOGHUNTEG JiKapehKuK 3ac0Gia;
Licence for medical products production:

Ceprudinar Ne 080/2023/GMP
Certificate No. 080/2023/GMFP

Cepiz AB Mo 598054
Batch AB No., 598054

LM nixmepmryto, wo vei supofuwyl crand mmw el cepii roYOBGT npojyxuil Gyau 3nifcneni B NOBRIY BiANoAANOCT 3 BHMOIEMH, 383HAYCHUMM B yminill
nacTioni 3 GMP, sarsepmweniit Minicreperaom CXCPOHH 3UOPOB’S YKPATIH, | 3 BUMOranit PEECTPALERKONT A0CKC KpalHy TpriHavenHsa.

I hereby certify that all the manufzeturin
Ministry of health of Ukraine and with th

g stages of this batch of finished product have been carried out in full comp,
c requirements of the Marketing Authorisation file of the destination country.

liance with the GMP requirements of the

T

«LIEDAEM
T
ipeHtwicainmn
xen 20075891
LRA
CEPTHOKATID

Jae. naGoparopicio BKA | Havarsnnx BEJ YrosroBaKeHa ocoba
Analytical Chemist ¥ QC Lab In-charge QC Head Qualified Person

> . 3 . N — s \ e 7

Iv"s/Name: Do toommsen s . (i/zma_w stres L8 PCLQ‘{VI \(-L(M'L)“k_ J{@@?,{ﬂ(?g’ﬁ{'{é/, pﬁ /.
TN 7 ' z

Hinmue/Signature: Mpa, :C[_;_Uj‘\_ U}.f' YL'\\&b %&?é’fgéf{pcz{f(ﬁ%/,

T il : Nl 7
Hara/Date: m Ly l=tllesr QM WA 2 K-n%ﬁ,ﬁ/@y

EP/0439/24 Crop./Page Ne: 2 s/of 2
Page 1/1
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CEPTUOUKAT KAUECTBA
CLERTIFICATE OF QUALITY

Haspanne npoiyKTas VKPNIRE, tabnetku no 250 mr, Nel00 (10x10) y Gnicrepax
Name of product: UKRL] V¥ tablets 250 mg Na. 100 (10x10) in blisters

Per. No: / A.R.No.: FP/417/14 Pasmep cepun: / Batch size: 300 000 tabn. /tabl.
Cepnn No: / Bateh No.: SUA4004 KomtuecTeo ynakopot: / Number of packs: 3000
Java nsrotosenun; / Mg, date: 06.2014 Cpox rognocrh: / Exp. date: 052017
Perucrpauuoyuoe CBHACTEHLETEO No UA/T1750/01/01 uametieitns o7 28.03.2014 No 226, nehictoyer 40 06.09.2016
| Registration certificate No. UA/11750/01/01 changes ot 28.03.2014 No. 226, is valid t0 06.09.2016

Ne nfn Mapamerpl Cnenuhurauua PesynbTars
Sr. No. Tesis Speeifications Observations

! OnucaHue Kpyrnme, ABOsOBLITYKIIbLIC raGnerky, oenoro | COOTBETCTRYET

LBETa, rMaaKie ¢ 0benx cTopoLL
Description White, round, biconvex tablets, plain on both sides. | Complies

2 Wuedrudrxanin Bpemena  yUSKHBAENS  OCHOBLOIG nuka  na | CoolBeTcTByeT
KPOMITONPAMMAX  frenninyemods  pacmaopd 1
cmandupmnozo  pacheopa,  (ORYHEHHBIX  11DH
KONHUECTBEHITOM 0l 1pem~me HI1H, HOJTACH L
cOBRafaTh.

ldentification In the Assay, the principal peak in  the | Complies
chromatogram obtained with zest sofution has the
came retention time as the principal peak in the
chromatogram obtained with standard solution.
3 QLHOPOAIIOETS J03HPORATIIEIX CooTsercrayeTt TpeGoBaHHIM. CooTBETCTBYET
C/LKITHIL
Unilormity of dosage units Compfies with the requirements. Complies
4 HeTnpasmocTs He Goace 1,0 %. 0,04 %
Friability NMT 1.0 %, 0.04 %
5 PacitallaeMocTl He Goviee 15 MuH. 07 mun. 38 cex.
Disintegration NMT |5 min. 07 min. 38 sec.

6 PacTBOpEHye He menree 75 % (Q) 3a 45 Mui, 96,3 %

e
Dissalution NLT 75 % (Q) in 45 min. 186.3% .,

7 ConyrcrayloliHe BpHMecH Thunoxoaueaas kucnom --1e dodiee 0.1 %; {C@q'rum‘éjnye*r
xontesast kueioma — ve Gonee 0,5 %; | Copgaegennyer
cenodeoncuzonnesan kucaoma — 156 oonee 1,5 %; J| Codfgrcreyer
no6as dpyeas npusecy: we donee 0,5 %. ﬁ@l’dﬁkﬁ‘/‘f .

S G A
Related substances Lithocholic avid is NMT 0.1 %; Co?ap gﬁ‘?;f ( //
cholic acid is NMT 0.5 %, Combciie#g /):;‘f/ v
chenodeoxycholic acid is NMT 1.5 % Comp]fgsf " g
any other individual impurity is NMT 0.5%. Complies ‘o
o
Fp/417/14 Crpauviia Ne: 1 w3 2

Page No.: 1 of 2
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Texn.; +38 (0542) 77 46 10, ren/thare; 7746 11 wiww kusumphanm.com
Ne ni/m IMapamerpbt Coeuuduranns PesyabTarTs!
Sr. No. Tests Specifications Observations

8 onuuecrnenizos onpeacienne: | 93,0 - 105,0 % ypcOACORCHXONUEBOH IKMCIOTHI OT 99.68 %o
Kavkoan Tabiera coNepPIRHT: 125 BACHI0N0 KONKIECTRE.
YPCOAEOKCHXONHEBYIO
KHENOTY........250 Mr
Assay: Fach tablet contains 95.0 — 105.0 % of Ursodeoxycholic acid of the | 99.68 %
Ursodeoxycholic acid...250mg_ | labeled claim.

9 OcCTaTOUHBIE KONUMECTBA CnupT u3onponwiossili — ne Gonee 3300 ppm
OpTaHHMecKnX PacTBOPHTECH 5000 ppm.
Organic residunl solvents Isopropyl aleohol is NMT 5000 ppm. 3300 ppm

Mukpodronoruuecran
UMCTOTA:

B | r npenapara 1onycKkae el
gl HUme

Baicrepnit:

rpnGos:

Gaxrepun Escherichia coli

Micrebiological purity:
Total bacteria per g
Total fungi per g
Escherichia coli per g

ne Goses 107
ie Gonee 10°.
He nonycxaeTcs Haiuume B 17,

NMT 10° CTU/g.
NMT 10® CFU/g,
Must be absent per 1 &

meHee 50 KOE,
menee 10 KOE,
Escherichia coli —
OTCYTCTRYET.

<50 CT'U/g.

<10 CFU/g.
FEscherichia coli is
ahsent per L g.

-

3AKJIOUMEHME: npoayKT npou3BeasH, yNakosan i NpOTeCTHPOBAH B COOTRETCTBUM C TpeG(ﬁ“ﬁ;ﬂ
cpHaeTenseTra, Orsenact TpeGorannam u craunapram GMP. Cepradgmicar Ne 067/2014/SAUMPH
CONCLUSION: the produet is manufactured, packed and ana

with GMP standards and requirements. Certilicate No. 067/20 [4/SAUMP/GMP

JTileH3Ms HA IPOU3BONCTEO NeKapeTBeHHLIX cpeaeTa:  Cepus AB Ne 598054

Lisence for medical products preduction:

Batch  AB No. 598054

Vs
£

P

iyzed as per Registeation Certifigate 1
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suifentents. 1t complics

K mHic-al
Analyst: 4

Hara: (ﬁl’

Date:

-

3as. naboparopueis OIKICG
In charge of QC }ab.:

Hagansnug GKK:

QC Head:
Al
Hara: \l vy

Date:

FlauansHui K

QA H ca@ .
Jara: 1\.\\\'\

Datie:

AL

FP/417/14

15 e S 253 g A9

Crpaurua Ne; 2 13 2

Page No.: 2 012
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CEPTHPIKAT SIKOCT]
CERTIFICATYE OF QUALITY

¢ i'."H;';]‘MI’.-'-i

; Uy
E" ,1:-11 rm:nz.u;rﬁm:ﬁ

td 20 2003c50,
Haspa npogyiry: YKPIIB®, tabneTrn 1o 250 Mr \\'ié\ CEPR%;ZM
Name of product: UKRLIV®, tablets 250 mg I s
Cuan i Ypconeoscixaniena kuenota — 250 mr % :
Strenpth: Ussodeoxycholic acid — 250 me a :_nm =
Cepist N / Batch No,: SUA4005 Poamip ynaxonicn /Package size:  Nel0O ( 10x10)
Peecrp, Mo / A.R.No.: FP/0440/24 Tun ynaxonkn / Pack type: Bricrep / Blister
Posmip cepii / Bateh size; 300 Q00 Tab/tab Jara surovesnennn / Mg, date;  06.2024
ICin-vi, ynnxonowc/ No. of packs: 3 000 Tepaiu npupaTnocri/ Exp, dater  05.2027
ICpaina / Market: UKR
Pecerpauditne nocigsen st No: TePMin Jiii HeoGMexennit
Registration Certificate No,! UA/11750/001/01 wulimited validity

Ne 1t/n Hazsa ananizy Crieungixauin PesyneTary ananizy
Sr. No. Test name Specification Test result
One Kpyrni, nsoonykni raBnerkn, Gimoro Kkosnbopy, | Bignosinac
FRagesski 3 0G0% Soxkin,
] Description White circular biconvex uncoated tablets plain on Complies
both sides.
Lnewrndixauin Yacu  ymprmysamns  ocwormoro  nika Ha | Binnosinae
XpoMaTorpamax  BHApoSoBysaHoro posunRy |
PO3YHNY IIODIBHAHHS, OTPHMARMX 1PN KinbKichomy
0 BI3HAYERHI, MOBN R 36iraTHeS.
Identification In the Assay, the retention time of principal peak in | Complics
the sample solmtion should be similar to the
retention time of standard solution,
Onuopinticts nosopanmx Bignopinne mintoranm Bignosizae
3 OUHEUUD
Uniformity of dosage units Conforn to requirements Complies
Crupasicm, He Ginsue 1,0 % 0,10 %
| Friavitiy Not more than 1.0 % 0.10 %
Pesnagaun He 6inpwe 15 xn 6 x8 38 cex
5 " . : 3
Disintegration Not more than 15 min 6 min 38 scc
Posunnenna He meniue 75 % (Q) 3a 45 xp 99 %
6 Dissolution Not less than 75 % (Q) in 45 min 99 %
Cynposinui aonimx XENOJeOKCUNORIEEq KItctoma — HE BIRLINe 1,5 %; 0,266 %
Bydv-ara fna dominira — ne Gimse 0,5 %. Huxewe pibun susuauctms
eyuta dominior — He Ginsige 2,1 %, 0,266 %
1 Related substances Chenodeoxycholic acid < 1.5 Y; 0.266 %
Any other impurity < 0.5 %. BDL
Total impurities € 2.1 %, 0.266 %
FI_’.;{}:;ZO;‘M ) Crop./Page Ne: 1 a/of 2
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Kiffsenka qinia TOB «XKycym Dapun
TOB «Kycym Gapas Yipaina, 40020, .Cysn, nyn. CxpaBina, 54
Vicpaiia, 02092, w. K uis, Ten.: +38(0542) 77-46-10, daxc: 77-46-11
ByR. AnMarniceka, 58 e-mail: plant@kusum.na

Ten.: +38{044) 495-82-88, taxe: 495-82-37 /ﬁ«zmm .7) ﬁarm www kusum.pa
Ne i/ Haspa ananizy Crienpikanis PeaynwraTi auanizy
Sr. No. Test name Specification Test result

Kinbxicue susnavenns 95,0 — 1050 % ypcoReoKCHXONEROT KHCHOTH Bia | 99,2 %
3a9BIEHOT KINBXOCTI,
B Assay 95.0 to 105.0 % of ursodecxycholic acid of lgbel 992 %
claim.
3anmnwxoni klisxoeti oprarivmn Criupr I3onponinosuii — He Ginsine 5000 ppm. 2942 ppm
9 posunHkin
Residual solvents Isopropyl aleohol — NMT 5000 ppm. 2942 ppm
MikpoGionoriyaa uncrora 3aranpua  xinbkicrs aepoGumx mikpoopraniamis
(TAMC) = ne Gimuire 10° KV O/, <50 KVQ/r
Jaraneua KimbkicTs mpimmkoBMX | Twricenesmx
rpubis (TYMC) - nie Ginpmwre 102 KYOQ/r. <10 KYOfy
Bineyruicte Escherichia colin 1 r TIpenapary. Bigcyrus
10 Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <30 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10? CFU/g, <10 CFU/g
Escherichiu coli must be absent per 1 g Absent

BHCHOBOK: / CONCLUSION:

Hpouykr syroronneno, ynakonano ta NPOaHaii30BARO IMiAHD 3 BUMOTaMY peccTpauifinoro noesiftcHns.
The produet is manufactured, backed and analyzed as per requirements of Registration Cenificate,

Bianosinac crannapras Ta susoran GMP., Ceprudixar Ne 080/2023/GMP
1t complies with GMP standards and requirements. Certifieate No, 080/2023/GMP
Jlivensis na supoBunurno nikapeskpx 3acobin: Cepin AB Ne 598054

Licence for medical products production: Batch AB No. 598054

e nigenepaicyio, wio nei BUpoBIHNT CrANY Ans ich cepii rovonoT npoaykuil Oyan amiAcyeni o nosil siamonimioct 3 BHMOTAMU, 2030aUCHHMY B 4iHIL
uactauoni 3 GMP, saruepmreniit Minicrepeyson AXOPOHIE 310p0N’s YRpaine, § 3 BIKOram peecTpauifiere noce kpaimg npn3nanent),

1 hereby cextify that alf the manufaciuring stages of this batch of finishud product have been canied out in fuf] compliance with the GMP requirentems of the
Ministry of health of Ukmily,n‘_ T_,rgng irements of the Marketing Authorisation file of the destination country.

el

e
" YRPANY,

I
Gh 2007989}
g

T

Kimix-asanitax 3au. nadoparopicio BKS | Havanbrone BICA Vrosnosanena ocafa
Analytical Chemist  |'QC Lab In-charge QC Head Qualified Person
) } — g A 7
In’s/MName: Posotinen .o &}M s 15 PG Cipa \(;L_[ p'\up\ <9—?{?€’1’a’,9» CE . [;__K
. . & " Ted i
Thinnue/Signature; Hieo, nf-g'%, STV "_.d}\\ '\-)kj i"/{,/f)-{’ CLE el g ({!—/
. o Iy . ‘ : 4
Hara/Date: LB, Axtf Ly 2410 'r]'[’.\.u_; Ly e A///’
FP/0440/24 Crop./Page Ne: 2 afol 2
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CEPTHOMEAT KAUECTBA
CERTIFICATE OF QUALITY

Haspanue npoaykra: YKPJ'IIB‘N. rabaerrr 1o 250 mr, Nel00 (10x10} y SnicTepax
Nume of product; UKRLIVY, tablets 250 mg No. f‘OO {10x10) in blisters

Per. Ne: / A.R.No.: FP/505/14

Passep cepuu: / Bateh size: 300 000 tabn, /tabl.

Cepua Ne: / Baich Na.: SUA4007

KoauueeTeo ynarosok: / Number of packs: 3 000

Hara gsrorosaenys: / Mfg. date: 07.2014

Cpox roguoeru: / xp. date: 06.2017

Pernerpansonioe conacrenserso Ne UA/11750/01/01 pamenenus ot 28.03.2014 Na 226, neiicrayer no 06.09.2016
Registration certificate No. UA/!1750/01/0] changes of 28.03.2014 No, 226, is valid to 06.09.20(6

Ne ni/n MapameTpu Cneungpucaunn PesynbraThr
51, No, Tests Specifications Observations
1 OnscanHe Kpyroole, asoskesbiuywise rafnerkd, Gedoro | CoorsercTsyer
' LBETA, rankne ¢ 00eHx ¢TopoH. '
| Description White, round, biconvex tablets, plain on both sides. | Complies
2 Haerrnduraitis Bpemena  ynemxusadun  ocHosiore  nuka  Ha | CoorsercreyeT
XPOMATOrPAMMAX  HICHBIMYEMOCD  PUCTGOPd 1 R
emardapmitoze  pavnsopd,  NONYYERHLIX  Oph
KONMUECTBEEROM OfOpCAENSHuUM, JONAHBI
COBTIAMATE,
Identification In the Assay, the principal peak in the | Complies
chromatogram obtained with test soluiion has the
same . retention (ime as the principal peak in the
chromatogram obtained with srandard sofution,

3 | QuuopoANoCTL JO3MPoBANHLIX | CoorseTcThyer TpeGotainam, CooTeererByeT
CJUAHELL : ‘ o
Uniformity ol dosage units Complies with the requirements, Complies

4 HerupaemocTn He 6onee 1,0 %. 0,05 %

Priability NMT 1.0 %. 0.05 %

3 PacriagaemocTs He Bostee [5 may, 05 Musf1. 12 cek. ‘
Disinlegraticn NMT L5 min. . 05 min. 12 sec,

6 PactriopeHne e menee 75 % {Q) 3a 43 MuH. 99,4 % '
Dissolution NLT 75 % (Q) in 45 min, 99.4 %

7 ConyTcTRyiowme ripuMecy STumoxoaueeas kucioma e 6onee 0,1 %o Cooreercriyer -

xonuesas kucnoma — ve bonee 0,5 %o, CooTreTeTYET

xenodeorcuxonuesan wicroma — e Songe 1,5 %; CooTrercTByeT

moBas apyeas wpusecs: e Gonee 0,5 %, CoorseTcTyeT
Related substances Lithocholic acid is NMT 0.1 %, Camplies
E choliv acid is NMT 0.5 %; Complies
chenodeoxycholic acid is NMT 1.5 %; Complies
| any other individual impurity is NMT 0.5%. Complies

FP/505/14 Crpasaua Ne; | vz 2

Darmra 1 /1

Page No.: 1 of 2




000 «Kycym Gapun
Yiparna, 40020, & Cymmr, yir. Crprbia, 54,
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Ten:+38 (0542) 7746 10 7746 emall:info@kusumpharm.com
(0542) 7746 10, rext e 7746 1| Kusum Pharm RS s ki
N i/ Mapamerphl Coeunducaumsi Pesyantarh
SroNoo | Tests Speeifications Obseryations
8 - KonuuecrsenHos onpencicine: | 95,0 — 105,0 % ypcoseokeuxonresolt kKHcaoTel o | 100,49 % R
Kawaas rabneTia COUSPIKNT: 3AABNSINTIOrD KONWYECTRA,
YPCOUROKCHXOA MEBY IO
KUCAOTY. .......250 mr
Assay: Each (ablet contains 950 - 1050 % of Ulsodeoxycho]lc acid of the | 10049 %
] - Ursodeoxycholic acid... 250mg I"Lbeled ¢laim.
9 OCTaToYLbIE KONHUECTRA | Cimpr m3onponuiosbii — e Gonee 2205 ppm
OPIraHBMEeCKHX pacTropHTeNeH 5000 ppm. 4
: Organic residual solvents Lsopropyl alcohol is NMT 5000 ppm. 2205 ppm’

Mukpofuonorymeckas
YHCTOTE:

B 1 FnpenapaTa SOMycKaeTes
ST

Gaxrepuii;

rprBos:

Gavepun Escherichiu coli

| Microbiological purity:
Tolal bacleria per g
Total fungi per g
Escherichia coli per g

ue Gosnee 10%
11e Gonee 107
He nonyckaercs vansuue s I

NMT 10° CFU/g.
NMT 10% CFU/g.
Must be absent per 1 g.

meHee 50 KOE,
menee 10 KOE,
Escherichia coli -
OTCYTCTRYET,

<50 CFlU/g.
<10 CFU/g.
Escherichia cofi is

absent per | g,

SAKMIOYMEHHUE: npoykr nposnengil, yracasad ¥ NpOTECTHPORAH B COOTRETCTRMM ¢ TPEDOBAKMIMY  DErMCTPALIMQHIOTO
CRUCTCH LG TL Orryesiaer rpebosaiim 1 cranaapran GMP. Ceprudurar Ne 67201 4/5AUMP/GMIP

CONCLUSION: the product is manufactured, packed and analyzed as per Registration Cerlificate requirements. [t r.,omplles
with GMP standards and requirements, Certificate No. 067/2014/SAUMP/GMP

Jyuenzus Ha MPOUIBOACTEU JISKAPCTBCHHLIX CPENCTR!

[.icence tor medical products preduction:

Cepust AB Ne 598054
Baich  AB No. 598054

l
LEa mv

Kumuk-anagimire====", | 3as. naboparopucii OKK: Havanwrnk. OKK: [Iu'l'mmmrc
Analy In charge of QC Jab.: QC Head: QA l[LaW .
L s - AP N
Hara; Jara: (,) 5 . | Mara: Hara: 8
| Date: 2.08 /4 Date; 0Ly Date: V4L DK 1Y Dae: \5\
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