AEPKABHA CIYXKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BHUCHOBOK
Npo sIKICTL BBE3eHOro B YKpaiuy JlikapebKkoro 3acoby
20.05.2024 Ne 26126/24/26
KJIATIHOJI®

(naimenypauns nikapeeKoro 3acoy 3riano 3 peecTpauilinum NOCBIAYEHHAM)

TabJIeTKH, BKPHTI 060/101K010, 0 500 Mr + TaGieTkH, BKpPHTI 06oJT011KO10, 11O 250 Mr +
Karncysu mo 30 Mr, komGinosanuii HaGip aus nepopasbHoro 3acTocyBannsa Ne 42; 2
TabJICTKH )KOBTOr0 K0JIbOPY Kpyryiof gopmu (TuHixazomy) + 2 TabaeTKH XKOBTOro KOJILOPY
aosractoi gopmu (KaapuTpomiuuny) + 2 kancynau (aanconpasony) - y Giicrepi; no 7
OaicrepiB y kapTonniii naqui

(thopma BumycKy, no3yBalHs, BUA NaKyBaHHS NikapCLKOro 3acoby)
Homep peectpauitinoro nocsinuenns UA/5974/01/01 crpok mii peecrpauiiinoro nocsinuena HEOGMeKEHHH
Cepia nikapcekoro 3aco6y Ne ECK24001A1 KinbkicTs BBE3€HOTO Nikapeskoro 3acoby 14496

Bupobnnk Erepromxen Jlaiid Caencus Jlimiten, Ianis

(naHmenysanus BHpo6iHKa Nikapchkoro 3acoby, kpailia NOXoMKEHHS)

BoescHo B Ykpaiiy Tosapucrno 3 odme:kenolo ginnopigansuicrio "OPTAHOCIH
JIT", inenT, won: 24377666

(naiMenynanns Ta kon 3a €IPINOY iopuau«soi ocobu abo npissuie, iM's, no GatukoBsi
tpiznunol ocolu - nignpuemus, iV Micue npoxusanng Ta peectpauiiinuii Homep ofnikosol
KapTKH Nnariyka noaatkin abo cepis Ta HOMEp nacnopra)

MpoTokon Bisyansnore koutposo six 12.04.2024 Ne 1229/1.
Jlaboparopuu# ananis skocti nikapcokoro 3acoBy 3aificHennii:

JlaGoparopis 3 KOHTpomoO SKOCTI Nikapcekux 3acobis TOB "IOBPOBYT-JIIKUJIAB" (M. Kuis,
syn. Hosropon-CiBepceka, 6ya.3, HEKHTIOBI npuMimenns 92)

(nalimMeHyRaHHA Ta MicLe3HaxowKkelHg naGopaTopii, Wo nposena naGopartopuutt ananis skocti)

BHCHOBOK WOAO AKOCTI JikapckKoro 3acoBy, BuaanHit naGopatropieio sin 17.05.2024 No 682-24
Pe3syneratn 1aGopaTopHOro aHanisy skocTi Jikapchbkoro 3acofy 3a nepeBipeHHMH NoKasHHKaMKU BiANOBiAa0ThL
BHMOraM METOJliB KOHTPOIIIO AKOCTI (aHANITHYHO-HOPMATHBHOT JOKYMEHTALIT).

3aci6 soeseHo B VYkpainy 3

3a pesyjbTaTaMi  ACpKABHON0 KOHTPOAK BCTAHOBJACHO, LU0 ﬂiK&pCbKl[

AOTPHMAHHSIM BUMOL 3aKOHONABCTRA 1010 3a6e3neueHHs SKOCTI JIiK

R
\.\\Vt LARIN e

KHX 3ac06iB.

Miuxona XOJIOOEHKO

)] (nianue) (iniuiany Ta npissuue)

Havansn

(nocanosn
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Evertogen Life Sciences Limited

KNATHOI®, komGixosanui wabip Me 42 cepin MECK24001A1

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHANIZY Nt 21CP24100088

Froduct name / Hassa npogynyic.  CLATINGL® | KNATIRDN®

Phamiaceutical form I likapeska gopma:  coated lablets (rabneTiot, BrpuT oBonotikora) / coated tablats (taBretw, skpui oBoncrroio)! capstles {kancynu)

Strengthipotency / Cuna Alifakmwericts: 500 mg (mi}/ 250 mg (M) / 30 mg {mr)

Combination for oral application Ne 42: 2 yellow coloured round tablets (tinidazole) + 2 yellow coloured elongaled
tabiets (clarithromycin) + 2 capsules (lansoprazole} - in blister, for 7 biisters in cardboard pack

Type and size of packaging / Bug i poamip ynakoemt:  KomGikosanwit Habip AN% NepopanLHOre 3acTocyBakHs Ned2: 2 Tabneruu XosToro XONLOPY #OyTROT GOpMu
(TwHinalony) + 2 TefneToM XQBTOTO KONLOPY A0BACTOT hopMt {HnapuTpoMigeHy) + 2 kancymm (naHconpasony) - y
Gicrepi, no T Grictepie y kapTOHHIR navLj

1 yellow coloured round labiet contain tinidazole 56 my,

1 yellow coloured elongated tablet contain clarithromycin 250 mg;

1 tapsule contain pellets of lansoprazole in calculaled on lansoprazole 30 mg
1 1alineTka ¥OBTOTO KONBLOPY KAYTAOT hOPMA MICTHTL Tizasony 500 mr

1 7aGineTia HaBroro K0Nopy NCBFACTAT BOpH MIGTUTE KNRPMTRCMILMHY 290 Mr;
1 Kancyna wicTUTL RENeTU NaKCoNpaseny ¥ nepepaxyaanHl Ha navconpasen 30 mr

Active substances / flioui penasmim:

Manufaciurer / Bupofimk:  Evertogen Life Seiences Limited / Eseprogxes Nadid Cacnens finirag

PlatNo: -8, 59, S-13/P & S+14/P TSIIC, Pharma SEZ, Green Industial Park, Polepally (v), Jadcheria (M},
Mahabubnagar, Telangana, !N - 509 301, India

Address /Apeca: Nnar Ne E¢-8, Ec-9, Ec-13/MTi 1a Ec-14/1i TE Ec A At Ci, ®apma Ec | 3er, I'pin bapacipian Mapx, Monenanai (1),
E€guepna (Fw), MaxaGyBHarap, Tenawrana, IH-509 301, Ingin
Ragistration certificate / Peectpauiiine noceiguenna:  UA/SIT4/01/01 ) Vaiid uplo / fifcHe go; Unlimilé& le;ﬁ_l_éeaﬁmememﬁ

License No. / fHuewsia Ne:  7IMNITS/2014IFIG

BalchNe / Cepin Ne: ECK24001A1 Bath sze | Poswip ceplt | 18000 packslyna

Date of manufacture / flava expoSeasitea: 01/2024 Expiry date / Tepmin npugamioct: I otnos
. P i

Analysis results for individual component / Pesynutary aHanisy Koxxoro KOMIVOREHTY

Tinidazoke coated tablets 500 mg / TaBrietkw, kpuTi oGonoxkok, TMHigaaony no 500 mr

TTest Acceptable eriteria (al batch realize) Resull

... _  Ha‘Mesysania nokaaswka o Kpurepii npuinaTHocT { Ha Buayck) Pagynerar »

* Desgiok Yellow, round, biconvex coaled tablets, P

T m_!OTCW o TabneTky *oBTONG KONSOPY, KpYINOT hopmy, ABSONYKITI, BXOUTE ODONOHKDIO. B Enlnjiﬁ(esfﬁiisf‘qé?} o

 \dentificaton /germuchivauia o o
UV dbsomtion spectum of e tidazole sample solutan, dbtained i he Assay, shoud] corespond b |
it ol e stangard soluion, as chlaned in the Assay. H

. Tiidazole / Tudinason YOeap nomieds  BADGOBSIHOT POTsY, MOAUIEEOD B pogan ulemioe Complies (Biancainae)

i mn,mmhvmmmmmammmg

i UV absoiption of sample soluion should have masinum frange 423 nim - 433 nm :

. Tarirazing J TapTpaamm YP-LnedT NOTMUHARHA BURPOBOBYBZHOTG PO34MHY MAE MaKCHMym B inTepsanl Big 429 am (HM)

- R 2300 833 I

| Averagewet/Capenna maca S7Zmg =5 % 560.92  mg {mr)

P e Not mare than twe of the individual weights should deviate by mare than = 5.0% and T

5 g . Apne deviales by more then = 10.0% from the average weight :
. g:i:”m’;;wgiii He Ginbwe Hi 481 IHOMBIAYANLHI MACK NOBMHHI MATH BILXMNEHHSE Sinkwe Hix = 5.0 % J gg %
i P B, cepessol Macu, i ogMa IHAMBIAYANIEHA MACA HE NOBMHHA MATH BIEXWNEHHA ’
T .___ Bineuwe vox £ 10.0% | -
AV 5150 (n = 10), if requirements are net performed then AV £15.0 { = 30), for 30
B " tablets amoun! AP! have to be in diapason 0.75xM-1.25xM
gzgoﬂ?'%::bd:i’g;ﬂ:fo e AVE15 (n=10), Akw0 BUMONY He BUKOHYIOTLCA, To AVE15.0 (n=30), grn 30 Tabnetox 4.05
P HAMHAY HAIGCHHA. BMICT SI0N0T PEYOBIHI NOBMHHO 3HAXCAWTACH @ HTepaani §.75 M -

1.25%M

~ Disintegration / PoanaganHa Notmore then 30min. / He Binble 30 xs. 145  min {8}

B T Quanity, thal passed in solufon after 30 minutes, must be i Tess than 70% (0] of .

_.E%?Q'uuoqf??ufffmﬂ R content specified in "Composition per one Lablst * ~ 19 __f'" .

CLATINOLF, combination Na 42 bateh Ne ECK24001A1 1ot 4

Office : GV Chambers, 7-2-C8 & €8/2, 1.2, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232TG2013PLCO85349
Factory : Plot No: §-8, §-8, 5-13/P & $-14/P TSIIC, Pharma 5EZ, Green Industrial Park, Polepally {v}, Jadcherlg (M), Mahabubnagar, IN - 509 301. Telangana, india.
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Evertogen Life Sciences Limife
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KAATIHON®, kombincaanui nasip Mg 42

" KinskicTs, wo | nepefilna y posuuH yepes 30 xa, Mac GyM He Menwe 70% {Q) m,n
BuicTy, 3aanaqeHoro ¥ poaninl «Cxnas 1o oy TabneTrys

Refaled substances ! Cynpoalnnt Aowusm

2 memyl -5 nitroimidazole
2-memwn-S-HiTpoimingzon

NMT 0.5% / He Ginbwe 0.5%

* Individual unknown impurity
 IamainyansHa Hesigoma gomiwsa

NMT 0.2% / He Ginbwe 0.2%

Total impysities / Cyma aomiwox

NMT 0.5%/ He Ginewe 0.5%

Microbiclogical test {controfled each of 10 batch) / MikpoSionoriusa YncToTa (XONTRONKIETHCA XoxHa 10 cepin) N

in the sample. be sfiowed: / B npenapari fonyckaeTsen:

tolal ceunls aerobic microorganisms [TAMC)

<10

cepin NeECK24001A1
w om ae :

- FarankHe Keno aenb wmikpooprarissia TAMC) ORI W2 CRUG i He s 0K/ O B ' o CFU? Kff)fz
‘olal counts of yeast and molds {TYMC) i ’
AT IO AINARCEK A Ticerewes (uEs (TYMC) NMT 102 CFUfg / He Ginbwe 102KYO/ 1 o« 10 CFU/g (iyor r)k#g‘
Eschencma coh ! Should be absent per1g/Bigcynficte 8 Tr ' Absent {BiacyTHi) %

Assay (at bah:h release) / Kinbxicke BU3HavueHHs (1a BRAYCH)

Tinidazole / Twwigzazon

. Assay/ Kinbuicae BASHAEHHR

NLT 475.0 mg and NMT 525.0 mg (85% - 105%j of the declared quanlity
He wenwe 475.0 wr i ne Ginbuse 525.0 wr (85% - 105%) sig sanenerol kinsxocti

5134 mg{mr)

!
Memyiparaben ! f\énmnnapaﬁea-l

Propyﬁparahen i ﬂponmnapaﬁen

[ NLT 0.47 mg and NMT 6.57 mg (90%-110%) -

He menwe Hix 0.47 uri ve Sinswe 0.57 mr (90%-110%)

NLT Q.11 mg and NMT 0.13 mg (90%110%)
He: merwg vk 0.41 mri He Ginkwea 0.13 Mr(80%110%)

Clarithromycin coated tablets 250 mg ! Ta&nerxu BrpwTE oBonoHkolo, xna;mrpomu,uny 10250 mr

051 mg(w)

012 mg ()

Tesl Acceptable criteria (at hatch realize) “Result
. ___..__Hawmenysanun nokastmma Kpurepii NpUWAHATHOCTE { 1@ exrtycK) _ PegyneTar
Yellow colored, elongated, biconvex, coaled tzblets with scare kne on one side.
I Desoin/ Onue TaGnenm XeETU:G XORLGDY, ABTACTSY hopmy, ABOONYKAE, 8kpUT 0BONOHKOI), 3 PUCKOKS Complies (Bignoainae}
Ha OAHIR CTEPOH]
kientfication / [aeHwixauis
The retenfin fme of the major peek of Clahromyon in e chomaibgram of e \est soksion shouid )
comespong o hatin he chvometogram of the standard soluion, &5 chigned n e Assay
Claritiomycn / KnapurposiysH Yt yTpvy - OCHDEHON iy HE XPOMETORAM S DOB0RYREHING POT-LIHY B YA08a% KBGO0 Complies {Bianosigac)
BNFEMEH, NEIE CNBMBIATY 1Y 42000 YTDHMYERI-H3 CCHOBHON NG 8 XPOMETONEA CTEHIATHO i
. DOG-VHY B YMORI, TOXD CaMOT0 MEHEMEHHR ) 1‘ e
The reenion e of te rajor peak of quincline in the chromstogram of the kst soion shoud '
Quinaline yellow comespond i that i he chromatograms of he standzand solbon Complies (Bianoeinae)
XiHONIHOBARA XOBTHA HaxpovaTormam BpoBoayBIHOM D03V, HaC YITHVYBHH M4 X3HOT-DE0M HDBTON MAG &
CBRTETA.Y HO00M YTPHMYBE - R [THY XHOTHOBOM HOBTORD Ha XPOMATOLPEM DO NODE:-FH 6.
Avergeweiht / Cepagra maca S00mg (v +5 % Sﬂﬂ.f'? mg {mr)
e Not mare than two of the individual weights should deviale by more than = 5. 0% and | o
i . none deviales by more than + 10.0% from the average weight :
Uniformity of weight He Binbtue Hix 461 MAMBINYansHAX Macu NOBKHH MATH BIAXMNERHA BINLLS HiX + 5.0% 261 4
GAHOpiAHICTL MacK % iy v 8 5 . ' : +4.08
Bif} CEPEARLOE MECH, | XOAHA IHOMBIAYSNbHS Maca HE NOBUHIE MATH Bifunerns BinbLe
o KK + $0.0% ) e o
AV=15 (n=10), it requirements are not met than AV<15 {n=30), for 30 tablets amount
Uniformity of dosage unils APl have to be In diapason §.75xM - 1.25xM 1%
OARapiAHICTE A03GBAHUX 0AMHMUGL AV=15 (n=10), A0 BMMOM He BUKOHYIOTHR, TO AVS15.0 {n1=30), AnA 30 TaBnetox )
_____ il TeKiCHIA BMICT 20701 PEHQAMEN NOBMHEH SHAXOAMTVCH B iHTepeani §,75xM - 1.25xM ,,
Hardness / CTisicTs 40 pO35aBmioBanig NLT49.03N / He menuie 49.03 H 128 N{H)
Quanfity of Clarithromycin, that passed in solution after 30 minutes, must be ro less than j
. " 80% (Q) of content specified in “Compasifion per one lablet.” ' .
BisSORonRESwe KinbKicTo KNAPUTPCMILMHY, L0 NepedliEng ¥ posuy vepea 30 xa, Mae Sy He MeHwe 5 10y
. . 0% (Q) vin smicTy, 333naqeHoro ¥ poanin «Cxaan Ha oapy Tabnemeys. N .
on dying / NMI'60%  He Binsue 60% |

Brpath & Maci apu 4cyuysanyi

" Reiated substances / CynpapifHi aomituso

CLATINGLE, combination e 42

batch Ne ECK24091A1

7%

2cih 4

Office : GV Chambers, 7-2-C8 & (8/2, I.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertoger.com, CIN No. U24232TG2013PLCOE5349
Factory : Plot No: 5-8, $-5, 5-13/P & 5-14/P T5IIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcheria (M}, Mahabubnagar, IN - 509 301. Telangana, India.




Evertogen Life Sciences Lim

KNATIHORE, komGincaaxuin uaﬁlp Me 42
Number of impurities greater than 0. 4%
Kinbsic T AGMiLON i3 BuicToM Ginbwa G.4%

Not more than 4 / He Ginswe 4

Incividual unknown impurity
. IHpvimiqyansya Hesinoda goMiuka o

ceplr NMECK24001A1

1

NMT 1.0% / He Ginbtue 1,0%

Tolal impurifes / Cyma goMilok

055% |

NMT 3.5% / He Ginblwe 3.5%

115%

i czobmiuglca test (oontrolled each of 10 bateks}/ MixpoSionariuva wwcToTa (Kompomom.r.n xomHa 18 cepia)

Is} !he sample be allowed: / B npenapati gosveyacTees:

’o&al coums aerobic microorganisms (TAMC) satanise

10 3.0 ikgospranisuln (TAMC) NMT 102 CFU/g { He Ginswe 109 KYO/ L i _.<10 CFUfy (KYOJ r)
tc»lal counts of yeast and molds {TYMS) .
E 3BTEIEHE SCIK) JFINEHOBHX T3 NNICEHEBUX [Gin (TYMC) RMT 102 CFUlY / He Binswe 102KYOf 1 ) <16 CFUlg {KYOi 1) N
Esgherichia coli Should be absentin 19/ Bigcymicroair Absent (Bincywi}
| Assay | Kinbiicke BuakaveHHA
L I i MUY 2375 mg and NMT 262.5 mg (95%-105%} of the dectared quantity |
' SRy it He Merwe ubk 237.5 mr i ve Glrsue 262.5 we (95%-105%) sig 3adpnerof kinbkocTi 2489 mg () o
Resadual ofganic solvents / 3anuitikosi KibkacTi OpFaHMEMR PoTuRHAKE:
Isopmpanol ! laenponaron NMT 5000 pom { He 6inswa 5000 ppm : 25958 ppm
i e s s e i .
‘ Cichioromethara / laxnopmeran NMT 800 ppm ! He Binsiug 600 ppm : 4 3pm
I__ Lansoprazole capsules 30 mg / Kancym nanconpazony no 30 mr S
Test Acceptable criteria {at baich rezize) Result {
P Halimeryeannn nokadnmra Kptepil npsAHRTHOCT! { Ha BUNYCK) Peaynerar )
: Hard gelatin capsules no.1 wilh arange body and of-while cap, will *5" fage on both j
Desysbio paris, containing while pellets. : 2 =
£8me Taapaf menarunoni kancynv Nei. kopnyc opasxeaoro kenbopy, xovweska Sinoro Complies (Bianosiaae}
.. e KENLODY, MAKITY BIAOWTHM S A KULIEY] | KPS, | MICTRTE rpakyny Blnoro konsepy
1 Idericaton / [newsndikayin
i The resniion Ime of he mefor pesk of Exsoprazoes b ihe Chronmaigam o the sarrple ol shoud T
comespond bt in the chiomatogrem of the standard soksion, as chiained in he Assay :
| Lanscprazoie/Nancorpason U2 YTIMMYBaH1 OCHOBHOND iy HA XDOMEATOIAM BITPOBORYESHYD posny BymosX s | Complies (Binnceinae)

BUH2-2HHA, MOE TIBNGIATH 1 \EC0M YTDHMYB3HHA O0H08HOR NKG HE XPONBITOIAM CTBapHoR:
[OHHY BYNOSAK TOD CAMORO BHEHEHHL

|

AWI@GWSQNI'CE.’{JEAHH Maca kancynu 398.92mg- 46268 mg / Bin 39812 r po 45268 1 43417 mg (i}
‘ " Notmare then two of thé ingidual weights shoud deviats by more fian < 7 5% and B
: . :
Uniformity of weight nene dewat&_s by mose ﬂ_}an + 15% from the average welght. ) ] 204,
OpopiaHicTs Magh He Ginbwe vix g6l iMOVBIAYANLHAX MBCH NOBKHHI MATH BILXHAEHHS Binblwe HiX = 7.5 % 4 %
BiAl GEPEAHLOT Mack, i XOAH3 IHAMBITYanbHa MACA HE NORMHHE METH BIAXMIEHHR GiNblue '
o e Hi £ 15 %. o
Uniformily of dosags units i
CAHODIHICTS ATIBAIHAX OAHHMILS B AV=1S o . B .
~ Dissalution / Pos+sHeHsA :
Amouni of lansoprazole, which passed into soiuion after 2 hours, must be no more
in 0.1 N hydrochloric acid than 10% of the content specified in the "Composition for one capsule® 30, )
- ¥ 0.1 N po3uvHi XnopucToaoaHesot Kucnoti KinbkicTs nakconpalony, 1o nepediung y podvvH yepe3 2rog, Mae SyTH He *
Ginsuwe 10% sin BMicTy, 3a3HaYencro ¥ pospini «Cxnag Ha GaHy Xancyny»
Amount of lansoprazole, which passed into solution after 45 min, must be no less !
in phosphate buffer pH 7.4 than 75% (Q} of the conlent specified in the "Compositien for cne capsule™ 100 %
¥ fpociatHony Sydepony poasuni pH 7.4 KinbKicTh naconpazony, Wo nepeiLing ¥ possud wepes 45 xs, mae Gy He Mexiwe ’
75% {Q) in BmicTy, 3a36ayenoro y posaini «Cxnan Ha oaHy K@Ncyny»
“lossondrying B - o . -
; Brpara 8 waci npy sucywyBar NMT 25%! HeGnoue 25% L 1.40% N
_ Relaled substancas / Cynpeaipsi aomiwi i
: azol i ;
hiiizﬁ;:foi Ziff;;ﬁ NMT 0.3% / He Smhwe 0.3% BOURMB i
;iii‘;ﬁ;a:gi i;if;‘c';: NMT 0.5% / He Sinsue 0.5% NDIHS
CLATINOL®, combination Mz 42 batch Mg ECKZ4001A1 Joliad

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TGR2013P1.C085349
Factory : Piot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma 5EZ, Green Industrial Park, Polepally {V), Jadcheria (M), Mahabubnagar, IN - 509 30t. Telangana, India.




Everiogen Life Sciences Limited

KNATIHON®, komBinasaHui nadip Ne 42 cepin NeECK24001A1
individual unknown impurity NIMT 0.2% / He Girawe 0.2% BOLHMB
IRavBigYANEHA HepigoMa DOMIWKa

Total impurities f Cyma posimox NMT 2.0% ! He Ginbwe 2.0% BELHMB

mfohieimical test {controlied each of 10 bateh) / Ms‘nipoﬁiunoriwua SHCTOTE (KOHTPONIOE TeeA Koka 10 cepia),
_Inthe sample, be allowed: / B npenapati forycxaeThen;

total counls aesobic microorganisms (TAMC) saranshe .
iena aspobum Mixpoopranisuie {TAMC) NMT 10° CFUfg / He Gianwe 10°KYO/ <10 GFUig (KYOIn)

total counts of yeast and maolds (TYMC)
3arantHe YHEno aphkamosx i [miceueanx pulie (TYMC)

NMT 102 GFLYg / He Giinswe 102KYO/ ¢ <10 CFU/g (KYOfr)

Escherichia coli Shauld be absentper f g / BigcyricTo e 11 Absent (BiacyrH)

Assay {at batch release) ! KirekicHe BaHaYERHR {Ha BHITYCK)

KLT 28.5 mg and NMT 31.5 mg (85%-105% of the declared quantity)
tao L aiaaon He menuie ik 28.5 wr 1 ke Ginowe 31.5 wr (35%-105% Bin 2anenendl KnesacT)

305 mgfm)

CONCLUSION / BUCHOBOK

The tests are performed in accomance with MQC of e manufacturer that appraved by MoH of Ukraine.

In the opinion of the undersigned the sample refeired to above is of standard quality is defined in the MGC.

Lheretiy cenify that the above information Is authentic and accurate. This balch of product has been manufaclured, including packagingAabeling and quality control &t the above-mentioned
site in full compliance with the GMP requirements of the local Regulatory Authority and with the specificatior: available in regisiration dossier, The baich processing, packaging and analysis
records were reviewed - found lo be in compliance with GWMP.

BunpoByBans nposengHi BiANoBIHO Ao MKA eupchiuma, wo 3aTBepaNeH Hakasow MO3 Yupaitn,

3rIARO BICHOBRY KMKHRRIZNACAHDTO, BULLRBKEIZHA 30330K MAE CTAHAZPTH! NOKEIHAKMA RROCTI, nepenGadeni MKA,

L 5 3acainuyi, vjo saeenena BULE iHopMalia € 0CTOBIPHOM Ta Tounow, L cepii npoayRyl Byno enpOBNEHO (BKNIOHEINA NAKYBBHHMADKYBAHHA) T2 KCHTPONS TF AKOCT Ha
BHUle3a3HaUERIl BUpOGHIMIA AiMbHAL NpoBEREHD ¥ NOsHiA BANDEQHOCT] 3 Buvoram GMP, BCTaHORNEHsM MicUeB PAryIsTTOpHKM ODrakoM, 8 Takow BiAnoBIAHG [0 cnegwixaui, o
MICTHTCS B PEECTDALYIFHOMY AOCHE. NPOTOKORK AMPOBHILTER, N&KYBaHHS TA SHAMIIR GYIN NEDETNSHYT! - BCTAHORNEHO BipnosiaHicT GMP,

| Person, authorlzing the baich release ! OcoBa, mianonigancka 32 Banyck cepi i
£ a1
| G. Srinivasa Rao | Manager QA | | Y | 01-03-2024
Name / Fisaauge ’ Fosition / Docaga Signature / hankc Date of signalure / fata ninnucarnsa

CLATINOLS®, combination Ne 42 batoh Ne ECK24007A1 4ollad
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KNATIHOND, romtlHosani vatlp K 42 copln NeECKZ2400241
CERTIFICATE OF ANALYSIS
CEPTUOIKAT AHANIRY '8 21CP24100200
Prodctnamo/ Heasa rposyw. | CLATINOL® 1 KIIATIHON® ]

Pharmaceutical form / [ikapcesa dapma; I coated tahfats {rabrens, sxputl afononiow) / coatd tablets {raGreTrm, expwTi ofonowka)/ capsules (kancymm) |

Strengthipolency / Cuna liaiwasicrs: | 500 mg {wr)/ 250 mg (wr) / 30 ma () ]

Combinatlon for oral application Ne 42: 2 vallow coloured round tablets {tinldazole) + 2 yellow colcured elongated
tablets {clarithromycin} + 2 capsules {lansoprazoie) - in bliser, for 7 bisters in cardboard pack
Type and size of packaging / Bup i poamip ynacomon]  KouBoaemii nalip Ana nepopanuHoro aacTocyeanns Ned2: 2 Tabnemi moeTorD xonbopy KpymnoT dopes
{runigasony} + 2 TeGremet MOATORO KONLOPY AOBFACTCT Gropmi (KN2pMTPOMiLKHY} + 2 Kancyni {natcanpasony) - ¥
Bnicrepi, no 7 @nicrepia y kapTorHIA nawy)
1 yellow coloured round tablet contain fnddazole 500 mg;
1 yellow caloured elongated tablet contzin clarithromycin 250 mg;
1 capsule contain pellets of lansoprazole In cakculated on lansoprazale 30 mg
1 TAGNETR HDBTORD KONBOPY KNYTNOY OPMM MICTHTL THIA30MY 500 M
1 TaGRaTHa MISTORG KONBOPY A0ERACTOT ORI MICTWTE KNapuTpoMiLwHy 250 M

1 Kancyna MicTUTE NNETH NAHCONDAIONY ¥ MEPBAXYBAHH] KA hanconpason 30 Mr
Manufacturer / BupoSia: | Evertogen Life Sclences Limited / Esepronmen Naiich Caccus Nairap, |

Plot No: 8-8, 5-9, 8-13/P & S-14/P TSIIC, Pharma SEZ, Grean ndustrial Park, Polepally (V), Jadcharla (M),

; . | Mshabeubnagar, Telangana, IN- 508 301, India

Address { ABCE: | 1o he -8, o9, Ec- 19Tl Ta Ec-147T Ti Ec Al Al Ci, ®apasa Ec | 3er, Tpit kysactpian Naps, Nonenannl (BI),
€puepna (Eas}, Maxabybearap, Tenaxrana, (H-509 301, Ikgin

Active substances / Tliosl pauosum;

Reglstration certificate f Peectpaujiive noceigueHHA: I UA/SI7401101 Valid uplo / fliiicke ao: l Unlimited term / HeoSmemaHKiA _]
License No. / fueusia Ne: | 7MNITS2014F10 |

BakhNe / Cepia th: | ECK24002A1 | Balth se / Powip cepi: | 18000 packs/ynax. |

Dale of manufacture / flaa sApoGiinea; | 052024 | Expiry date /Tepwin npmaamocti: | 052026 ]
Analysis regults for individual component / PeaynsTATH adanizy KDXHOTO KOMIOHEHTY _l

Tinldazole coated tablets 500 mg / Tabnemiw, Bxputl oBonoHxoio, THHIAa3eNY no 500 ur

Test Acceptable criteria {at batch reallze) Result
HailcHyBarHn noxaassma Kpwropil npmiissrHocT { Ha esmyex) Pesynerar
] Yellow colared, round, biconvex, coated tablats. :
Tocecsphers G TabneTkH MOBTOMD KONLODY, KPYITOT hophi, ABOOTYIN, BEEUT] OBUROHKH). Compies {Blanosiaae)
ienfication /| aeHTuthlkawia
UV absorption speciiur of he ridzie sarmpie soluion, cbtained in e assay, should corespend b
thatofhe siandard sokiion, nthe same iest
Tinidazoks / Tuhigason YOoenp momwass BTPO0OSBSOM POFRY, MPUDIBSHIT B poagii «Kinudce Comgplies {Bignoeisae)
BTFEMEHETS, NOS OB B YO-NEKTROM CREEPTHIFD POSSAY NOPEHAHHR B YRO0BEX T
CANOID BAHEHEHH
L alrsorplion of sampler soiuiian shoul have madmum In dispason 423 rm - 433 nm
Tarirazing / TapipasH PO2UHY M3E MakcHMym B InTepeani eig 427 50 nm (Hm)
Pl
Auergawebit/Cepenin waca ~32, \ 557,65 mg (wr)
" W \ by more than + 5.0% and
Uniformity of weight _ rnniéh&r ‘Zﬁorn tne a weight 258
ClHopiaHcT WAt m l.qxuneuun Binble X + 5.0 % +2'33 %
PiA NOBWHHE METH BIAXHITEHHA *
i .l’
“sequirements am not: Ihen AV=15.0 (n=30), for 30
Uniformaly of dosage units bemdl G5 289
OaropiTHCTD BOI0BAHWX DAHHALL Mbh&lﬁ% ) AVS‘I& 0 (n=30), prn 30 TabineTox ’
sGilpey pgnm‘rpmms b B irepeanl 0.75xM-1.25xM
Disintegration / Poanaaanua Notmonethen 30min, / He Bisiis-30-%3 G2 min. {(x8.} & sec {cex)
Quandity, that passed in solution aﬂer 30 minutes, must be o less than 70% (Q} of
Dissolion/ Poziurents content specified in "Compasition per one tabist" 8%
CLATINOL®, combination Me 42 batch Nt ECK24002A1 1oflad
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Factory ; Plot No: $-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green tndustrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, Indla,
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KAATIHOMS, womblonanmi natip Me 42 cepin MECK24002A1
i Iﬁnuuc'rb o nepefing y poawH vepaa 30 ¥8, Nae BymH He meHwe 70% (Q) slg

BMICTY, 3a3Ha4aHara y poanini «Cinag Ha oaHy TeSnemys.

Related substances / Cynposigui nomies

2-medhyt5-nitraimidazole .

2 ueTinG NMT 0.5% /He Ginsiue 0.5% BQLHMB
Individual unknown impurity

IHavBiyantta HealgoMa AOMLIKE NMT 0.2% / He Ginewe 0.2% 0.90 %
Total impurities / Cywma aomiwox NMT 0.5% / He Sinbiwe 0.5% 032%

Microbiological test {controfled each of 10 bakch) / MioSIonoriuna 4CTOTa JOHTDOV0ETEEA KamHa 10 capin)
In the sample, be afowed: / B npenapaTi BoMyCkacTbCR:

tatal counts aamble microonganisms (TAMG)
SarankHe NGO 33pobH MKpoopralaui (TAMC) NMT 102 CFUfg / Ha Ginuwe 10°PKYO/ r <100 CFUfg {KYOIT)
Total counts of yaast and mokds
v o aate T by s (Yvcy | NMT 102 CFLI / He Blaius 102KYOY T < 10 CFUIg (KYOI ™)
Escharichia col Should be absent per 1 g/ Bincymkme e 11 Absent (Biacymi}
Assay (at batch refease) / KinehcHe BRIHA4EHHA (Ha BHAYCK)
] ) NLT 475.0 mg and NMT 525.0 mg (95%- 105%) of the declaned quaniity
Tiideaole /Thringson He metiue 475.0 ur i 4o Binbiue 525.0 w (95% - 105%) sl saseneHal Kinbeocri 507.1 mg ()
Assay / KinsricHe BIEHEUBHHA
NLT 0.47 mg and NMT 0.57 mg (80%-110%)
AR APt Memann e He Mosse Hix 0.47 wr | e Ginule 0.57 wr (80%-110%) 048 mg (w)
NLT 0.11 mg and NMT 0.13 mg (90%-110%)
Propylparaben / Mpaninnapatied He meraue Hix 0.11 wr | ve Ginbwe §.13 M {90%-110%) 013 mg (ur)
Clarithromycln ¢oated tablets 250 mg ! Tabrenim, Bxpuri oBonoHEolo, KnapuTpomiusHy no 250 mr
Test Acceptable criteria {at batch realize) Result
HalimeHyBanHs nokaaHma Kpuvepil npwestocTi { Ha aimyce) Peaynetar
Yelkow colored, elongated, biconvex, coated tablels with score line on one side.
Desaripion / Onwe TalinNeTk1 KABTONG KaNECPY, SOBACTOT IOpAIM, ABOORYKI, BROWTT cOONCHIKDI0, 3 PMCKaID Complies (Bignosinze}
Ha 0AHiR CTOPOKI
Identification / LaeHTMdikaLin
"The retention ime of e major peek of Crifromycn in he chiomitog am of the Iestsolon shoud
comespond io hat i e chiomalogram ofthe standand soldien, 25 abtaned In he assay.
Clarihwormycin / Knapumpomium- YacyIMMYEEHHA DCHOBHORD Ny HE XPOMEROTEnS BATPOCOBYBEHOM POGHIHY BYNORE! WILHCHOID Comples (Bignopigac)
B, MO CTIBNAATH LI A00M Y TDAMYEEHI OCHOBHORD (kA HA XDOMATORAN CTRHAEN THOM
PO B YMDBS, TOM CAWOM BHIHEHEHHA
The retenion fime of the mejor paak of quincing In the chvometogram of he test solution shoukd
Quinoline yellow comespord i hatin e chemalograms of he standard sckiion Compiles (Bianosiaze)
XinonlHobisd HOBTHA Ha xpossronand BpobOByBSHNO POGHIHY, HaC YIPHMYBaHHA M XHOMHOBOM AOBTON NoE P AnoBa
CTIBMANATH 3HACOM YIPHMYR-HA Ny XHONIHOBON HOETO HA XPORETDaM POGHey pBHAHAL
Aueregeweight f Cepapns maca S00mg () £5 % 485,55 mg (wr}
Mot mare than twe of the individual weights should deviate by more than £ 5.0% and
, 5 none deviates by more than + 10.0% from the average weight y
g::z:nmi%::::agc:l He BinbLue Hox g8f iHAVBIGYaNbHYX MACH NbaKHH MATW BIAXHNEHHA Ginblie Hox + 5.0% .égg %
B cepeaHbt] MACH, | WoIHa IHAMBIAYANEHA MACA He NOBHHHE KATW BipaneA Ginbwe :
i + 10.0%
AV=15 (n=10), if raquinements are not met than Av=15 {n=30 fnr.:i(!.labla!s amount
Unifarmity of dosage unfts APl must ba in diapason 0.752M— 1.25xM 271
OnHoplAHICTL AXI0BAHAX OAHHWLGL AVE13 {n=10), S0 Brvom HO BUNCHYHITECH, To AYE15.0% )
HNGHCHIA BMICT DiHOHOT PEMOBMHK MOBMHEH SHAXOAMTHIL & _plg‘u D 75‘Mq
Hardness / Crfvicns Ao pospaenoeasss: NLT 48.03 N / He meruue 49.03 H T AR 122N (H)
Quantity of Clarithromycin, that passed in sol ;’5’: atter 20 iﬁi}mms. st he nol::skl >
. . m[u)nfmwmhw 2o tah x
Dissolution / Poximsenia ﬁnwmmaampouw.upnepeﬁmmy 1 Sl a0 . ik ‘ 102%
80% {Q} nin BmicTy, sasHaneHoro y posgini «ibiomn |
Lwss on drying /
BTpaTH B MAGH MU BACYIIYBARHI NMTS0 % Hebnam S0 %
Related substances { Cynposiasi aomiwim
CLATINOL®, combination M 42 batch Na ECK2400241

Office ; GV Chambers, 7-2-C8 & C3/2, |.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24233TG2013PLCDR5349
Factory : Plot No: 5-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcheria (M), Mahabubnagar, IN - 509 301. Telangana, India.
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KNATIHONG, xomSlHopami HAGIp Mg 42 cepia NeECK 2400241
Mumber of Impuriles grealer than 0.4%

Kinkwle T 2ORALUOK i BuicTow Sinblle 0.4% Not mora than 4 / He Ginsiue 4 u

Individual unknawn impurity

IHgWBiAYanbHa HeBigoMa owluea NMT 1.0% / He Ginsuie 1.0% 049%

Total impurities / Cyma aemiLick NMT 3.5% [ He Ginotue 3.5% 12%

Microbioiogical test {controlled each of 10 bakch) / MispoBionarisa “wicToTa {ROHTPONIDETLCA Kowa 10 cepin)
In e sample, be allowed: / B mpenapari AGTYCYEETLCN:

iotal counts aerobic microorganisms [TAMCG) saramne
W0 26pODEHK UMROOpTEHESAR (TAMC) NMT 10 CFUig / He Gimeiue 107KYO/ T <100 CFUIg {KYO/ 1)
total counts of yeast and mokls (TYMC :
m‘f:e S R A T mh"’ew ot (TYMC) NMT 102 CFUX / He Gineiwe 102KY0/ T <10 CFUfg (K¥O!f i)
Escherichia coll Should ke absentin 19/ Blacymicrae 11 Absent (BincyTH}
Asgay [ KInbKcHe BHIHAYEHHA
; NLT 237.5 mg and NMT 262.5 mg {95%-105%} of the declared quantity
Clarthromychn/ KnaputposLyi He Werlie ki 237.5 v | He Binkilia 262.5 W (85% 105%) 83 sARBNEH) kinbkooTi 24640 mg (um)
Residual organde soivents / 3ammuikond kinesoctl opranium pogusade:
isopropanol / lsonporason T 5000 ppm £ He Ginwwe 5000 ppm 202 ppm
Dichloromethane { fiMxnopmeran NMT 600 ppm [ He Gineine 600 ppm Not detected (He BuspngHo)
Lansoprazols capsules 30 mg [ Kancynu nanconpasomny no 30 Mr
Test Acceptable criteria {at batch raaliza) Result
HaitmeHysatHa noxasHima Kpurepil npuAATHOCT] { Ha BIMyCK) PegynuTar
Hard gelatin capsules np.q with oranga body and off-white cap, with “S" loge on bath
parts, containing white pellets, o
Descrpton / Onve Teepai wenamHoai kancyna N1, Kopnyc opaikencro Konbopy, KpawweHa Binoro Compfes {Biarosinac)
KOrOpY, MaKOTh BiABUTIA «S» Ha NMILIEYY| | KOPITYC, ! MICTATH rpaHy/m Ginoro konbopy.
Identficaion / |nevmathlatia
The refeniion fime of he major peak of Ensoprezre in e dhwomalogram of the sample solufion should
comespond ) hat n he cheomaiogram of e stndar solulion, 25 dhésinedin e Assay
Lansoprazolo / Mlasconpason o yTIMAYEHHA OCHDBHOM MY HaXPORETENPE BMNPOGOEYBAHOM POG-HHY B YMOBSX MLICHOD Complies (Bignogigae)
BMOIHEHEHHA, KA CRBNAgGTM 45000 Y TTHMYERHHA OCHOBHOM Nika HA XPOETOIPaN CIEHGENTHID
OB B YSIOEXK TOFD COMOTD BUOHEHEHER,
Aversgewsoht/CepaHA Maca Rancynv 308,12 mg —46268 my / Big 398,12 mr po G2 68 440.25 mg (M)
Nat more than twe of the individual weights should deviate by more than * 7.5% and
. nane deviates by more than £ 15% from the average waight.
g“m%;fbw::;':‘t He Girbtue Hik SE} iHAMBITYANEHIX MECY NOBHHH METH BEAXMIOHHA Ginele HiX £ 7.5 % ;3 gg %
AHOPIA Bl CePEAHLOT MACH, | XOIK IHIMELTYaNbHE MACA HE NOBMHHA MaTh BixMneHs Binuwe
Hx £ 15 %.
Uniformity of dosage units
OfpHapiayicT J0SOBEHAX OZHHALL Avs1s - o4
Dissalution / Posuiiersa K WEHOM 5>
. - Aigyeol
in 0.1 N hydrochioric acid 380 %
¥ (0.1 N powmH xNOpHCTISGRHER0T KUCAOTH
Amount of lansoprirdie Noh aneHss' inutes, must be no less
in phosphate buffer pH 7.4 than 75% (Q) of th ;..' ) i
y hocdiaTHoMy GythepHoMy poayuni pH 7.4 KinuMcTe naHconpagqay, uy nuH, Mae Gy Ha MeHLe
75% {Q) sig amicTy, ausi Qi pancyny»
Loss on drying daso 1o f_---’ TN
B1pata B MACI npH BHCYILIYBAHH] SHT2 5l tbiniels \f’\dma .S 1:30%
Relatod substances { Cynpoaiah aomwis e ———
Lansoprazole sulphone NMT 0 He & 005 %
flawconpaoan cymcbon 3% { He Gineiwe 0.3% i
Lansopreacke sulphide NMT 0.5% / He Gineie 0.5 0.04%
n oy inete 0.5% 1
CLATINGLY, combination Ms 42 batch Ne ECK2400241

Office : GV Chambers, 7-2-C8 & C8/2, L.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertagen.com, CIN No. U24233TG2013PLCO85349
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KNATIHOJE, womBlHoaaHKi Halip MNe 42 copia MEECK2400241
Individual unknown Impurity .

IHamBlayank+a Hasiaowa goniuxa NMT 0.2% { He Ginswe 0.2% 0.04 %

Total impurifies / Cyna gowiwox NMT 2.0% / He Ginbwe 2.0% 0.06 %

Microbiological test {controfed each of 10 batch) / MixpoGianoriyka uKeToTa (NOHTDOMOETREA Kowsia 10 capin)
In the sample, be atiowed: / B npenapaTi LOMYCXAETLCR;

fotal counts aerobic micvoorganisne (TAMC) sarmnmsbe
aNC BBpobHIcx MpoOpYaiaase (TAMC) NMT 402 CFLg / He Ginewe 10° KYOf 1 <100 CFUJg (KYO/ 1)
fotal counts of yeast and mokds (TYMC)
SEMBRHE 10 AEERTROBHK T TTCEHEBIX (DHEIe (TYMC) NMT 102 CFU/g / He Ginewe 102KYOf © <100 CFUJg (KYO/ 1)
Escharichlz colf Should be absentper 1 g / Blacymcmeir Absent (Blacytl)
Agsay (at batch release) / KinbticHs BHIHA4EHHA {Ha BiTTYCK)

NLT 28.5 mg and NMT 31,5 mg (85%-105% of the declared quantity)
Lansaprazdie/ Nlakconpazon He Menize HbK 28,5 nr 1 He Ginsiwie 31.5 ur (85%-105% Bij aasanenol kinanocT) 284 mg (wr)

CONCLUSION / BWCHOBOK

The tests are performad in accordance wilh MGC of the manufackrer that approved by MoH of Ukraine,

In #he opinion of the urdersigned the sample referred to above is of standard quality I delinad in the MOC.

| heraby cerify that the above informetion s authantic and accurata. This batch of product has been manufactured, inchuding packaging/abeling and quality condrol ai the above-menkioned
sito in full compliance with the GWIP requirements of #he local Regulatory Aushority and wilh the specication avallable In regisiration dossier. Produciion, packaging and analysis protocols
were reviewad and GMP compliance was confirmed.

Buwnpobysanns nposeneHt BinnceinHo 20 MKA BipoGHyxE, uie 3aTaep/meni Haxaaon MO3 Yipsia,

3rlaHO BWCHOBXY HYRHBNMCEHOTD, BIMLSERSISHHA 383K MaE CTEHAAPTHI NokaIHmM ArceT, nependeanoni MKH.

Unw 7 3acaipavic, Wwo HaBeneHa BAle THDOpMALIA € RecTOBIPHOK Ta TOUHOK, Lo capin npoayuyiT Syno supetneHo (BKMICYES0NH NaKyBIHHAMAPKYBAHHA) Ta KOHTPOM T AkocTl Ha
BALYBIEHEMEHIA BpoBHIAMET LiNbHIL NPOBEABHO ¥ NOBHIA BIANCEIAHOCT] 3 BHMOraM GMP, BCTAHORNBHAMH MICUSEMM PEryNATODHMM ODT2HOM, 4 TAKoW BIENOsiAHC Ao crieumdikadli, wo
MCTHTBER B peecTpaLjiHoMy 00cke. MpoTakony enpoBHILTea, nakysaHHA Ta ananiale Byni nepernanyT - BeTakaanexa elanoeinHice GMP,

[ Porson, authorizing the baich release  Ocots, sigos 78 Bamyos coph ]
|  G.sinvasaRao | | Manager QA >~ | | 04-06-2024 |
Nama// fiphenis Tustion / Nocana Sirae 7 TG Date of signbhs / [laTa migwoen

CLATINOL®, combinatfon ba 42 bateh Ne ECK24082A1 4dofl24
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%, &

o
CEPTU®IKAT CEPII Ne 4

e @O1-KTI-CC-00-024

NY95 in 24.02.2012p.

Caigoarno npo sTeerauio MBJI Me2B1 sia 20.01.2016p.

Byex.w axmueosane, mabaemxu no 0,25 2, no 10 mabnemox y buicmepi; no 10 6nicmepie y
nauyi 3 kapmony. Mapxyeanns yxpatcoKe Mosow.

Miioua pevoswna: Byelmam axmueosare - 0,2500 2

UA/9148/01/01 (Yrpalka) aid 01.10.2018
10005 yn.

MKANS do P NeUA/9148/01/0%, am. nax. Ne636 aid

09.09.14, 3m. nan, N91495 @18 29.11.17, 3m. nax, N2907 eid

11.05.18, am, nax. Ne1562 wid 08.07.20

[

041124
11.2024

Na cepli
Dara pupobrnirsa

Aata engavi peaynetaty  712.12.2024

Tepmin npuaaTHocTi do 11.2026

. Na  HaiimeHyBatibr nm__:gg__rmxis i Bumorn MKXAN3 PoaynwTar ananizy
1 Onve TalneTkn uopuoro mnbopy KRYrRol hopMyt 3 NGLKGI0 Tabnenm “OpHara Keneopy Kyrnol
e gresemsea (BopMM 3 1IOCKOI N0BSPXHEI
: I'tpy HarpiaaHHi 0, 5T NopoLLKy posTepTHX TAGRETOK B FloanTHBHA
2 lpenmadbikauia Byrneus apdopoBOMY TKI B NONYM™T ORINKA L0 SPAGHOra KONLEPY,
inopowok WopAE nosineko GespoyM™.
3 Cepeqhs maca 0,2750 + 5% (sia 0,2613 r a0 0.2888 1} 02685
i 20 0AVRMUBTEE.ALAGKD.38 CTAT. COPYHT.CXOMOK, 3t K. KONMNY :Blanoblzse
okpemo | poapax.cepea Macy. Nix3acif prTp.srapold. AKWLD HE :
4 OCAHCDIARICTE MaCH Ginbwe 480X JHA.MAC BIAX.BIA COPAN.MATY HA BENTAYWHY, AKR HA
nepesx? 5%.Mpn uboMy MogHa M. Maca He Mae Bigx. sin
CRpea.MACK HA PEHWIMHYE1 5% R R —
5 AzcopBulivg aKTHEHICTE 32 He meswe 50 mr, y napspaxyaanai Ha oepenmo uecy oAHiet 64,7 mr
... METANEHORUM CHHiIM iralinetkn S
‘Brpata 8 macl npn auc:ywysaum He Ginbwe 12 % 5%
.06"eM aacopbuiiisnx nop no GeHICNY.y po3paxykky Ha cepeano 10,103 ow
7 |06 em ancopBulinkx nop _ iMacy oanies TalineTku, Mag Gyra ke MeHwe 0,058 cu®
"8 [Crapasiers Helmwe10% 024%
% 3anwwos nicne npoxaposanks  He Ginewe 10 % 8,1% ;

10 .Minpoﬁionorhna‘;;-mmra

P17 aﬁepurannn

3aransHe Wueno aepobinx mikpoopr.(TAMCY: 10000 KYO#.
3aransre HMCNO apixgxoRaX Ta npiceHeakx rpwbia {TYMC): 10°
KYQir, TonepaHTHi AQ X084 rpamHeraTuexi Gakrephi; He Ginblie
10* KYQ/r. He gonyex. Escherichia colie 1, Salmenellas 10 7;
Staureus e ir

JurankHE YACNO SEPOBHMX MIKpOTDS.
(TAMC): 800. Jaranome yncnp
APLKAMOBMX T3 NAiGEHABEKX rprbis
(TYMG): meHwe 10, Tonspawrni 4o xoeul
roamHerarusHi GaxTepil: meHwe 10.
Escharichia cofie 1 r; Salmonetia e 10,
SLaurous 8 11 He BUABNEN

éﬁ'eplra;i"h a opnrma.numn ynauosq! oKpeuo Bi] PEMOBUH, IHO
BHAIRAIOTE rA3M T3 NAPK, NPY reunepzrypl HO Buma 25 "G

[ 12 Ynemm:a Ta uapuyaauan
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