JIEPHIIIKCITY KB A
JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3
HAPKOTUKAMM
Y JHINIPOIIETPOBCHLKIMA OBJACTI

Huinpo, nin.Co6opra.4, k. 601-6053, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37070665

BUCHOBOK
PO AKICTHL BBE3€HOI0 B YKpaiHy JiKapcbKoro 3acoby
19.07.2021 Ne 40542/21'0411
COPLHED®

(IiaHMt‘,H} BaitHA TIdeLbKOFO 3dC00}’ 37 l,E[HO 3 pee CTp'lU.ll/lHHM Il()LBl,EI‘!LHHFIM)
TabJICTKA, BKPHTI INTIBKOBOIO 060/10HK010, 10 400 Mr 1m0 5 Taditerok v GmCTep: o 2 b.aicrepu
Y KapToHHiil kopoodui

{ropya BUIIYCKY, N03yBAHIA, BH IAKYRAHIHA nixapcekoro 3acofy)

Homep peectpaniiinoro nocsinuenns UA/11157/02/01 crpox aii peectpauiiinoro mocsizuenns 01.01.2099

Cepia nikapceroro sacaty Ne 1075053 KinsxicTh BBe3enor0 Nikapebkoro 3acody 199638
BupoGiuk ATIKAJIONT Al Cron’e, Peciy6uika ismiuna Makenomis®
(HafMenyBanua BHPOOHAKA JLIKAPCLKOrO 3acoBy. kpalHa [OXOWKCHIN)
Beeseno B Vipainy Tosapuerso 3 o6MexeHo10 BiAMOBIAAIBHICTIO "BaJIM", inenr. koi:
31816235
(HaiimeHyranig ta ko sa CAPTIOY HOpHAMaROT 0colh 0o npissuUe, iM's, 10 Batukoui (isirst

OCODH - RIANPHEMIIA, 1i MiCLe npexuBania Ta peecTpawiiimii HOMED otmmou W RAPTE WL
noaarkis abo cepis Ta Homep nacnopra)

[IpoTokoa sisyanshoroe kourpoaswo six 16.07.2021 N 03-01/2314/11.

3a  pesynpTaTaMu  [EPXKABHOTO  KOHTPOIO BCTAHOBNEHO, WO mikapcekuil  3aci6  BBesco B Ykpainy

AOTPHMAHHAM BUMOT 3aKOHOAABCTEA LIOLC 3a6e3neyenns AKOCTL JIHIKAPChKHX 3ac00iB.

B.o. navaneuuka Jlepskasuot cnyx6u 3
JHKAPCHKMX 3aCO0IB Ta KOHTPOIIO 38
HapKOTHKaMH y J[IHinpomneTposcskii
obnacti

€rop BOJIKOB

(nocaioBa 0c00a OPraHy ACPHKABHOIO KOHTPOIK) (iniuiamm ta npisamig)

M.IT.

Kapina Buiunsakosa +38(066)345-41-71
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AAKAADVA
CKGMJE

PAPMALIEBTHYHA XIMIKO-KOCMETYHA NPOMWCHOBICTL

AJIKANOIIL AL Cranve, PecnyBaika Ilisniune Makeaonia, Gynupap Onexcangpa Makegoncskero, 12, Cron'e, 1000
Ten.: +-389 23104 000 / dare: +-+3892 3104 014

Dapsaveonuine Inberieneinn vocni

AKLIOHEPHE TOBAPUCTBO

CEPTH®IKAT SIROCTL Ne 40000169767

Jircapesicnii 3acit:

Yrazsa sapofiomol giasnrms:

Micueznaxomkeniig BupoSIuoS Alrscn:

COIMUED®, rafnericn, srpuri nnisroroio ofonouiom, no 408 mrmo 5 TABNCTOK ¥

Bnictepi; mo 2 Gnicrepy & kapTalHil KopoGui
Ne A/ 11157/02/01 (erpor &iT HeoGmemennit)

(1 TaGnerxa, BKpPHTA MIBKOBOIO OGOROHKYIO, MICTHTE: - UedhikcuMy 400 mr (B

Gopui usthikenmy Tpurizpary 447,630 ur)

ATIKATOI AN Cronte, PeonyBaixa Nisulune Maxensuis

Bynesap Onexcannpa Makenoncoiero, 12, Cxon'e, 1000, PecnySnixa ITinriuna Makenowis

Honsep nivenait na erpofunurso;
Ne 18-3953 / 2 pig 22,05.2019
Annex: 18-3129 /2 5ix 24.03.2020

Homep encionyy wono nigrsepgxenns sianopianoeri spmoram GMP:

Na 53342020 / C-943 in 20.10.2020

Cepin: 1075033

HNara pupobunruroa: 04.2021
Tpaparanii po: 03.2024
Kinnwicrs B cepii: 59.904 ropofok

apanenpy Konmponn

Hopmu

Pesynunian

. o i o

Ounes

JXosracti, apconyxni Tabnetky,
BYPHTI MIBKOBOID OHOAOHKOIO KPEMOBATO-

Ginoro KOALOPY, 3 PHCKOK Ha CAHOMY Goui.

RiAnoRinae cTanNAMY

FnenTidrivatis

Yac yrpumysauna nixy nedixcumy na

- uethikenm XpoMarorpaMme BHNpobyBanoro posuniy
Ma€ DILNOBiNATH Yacy
YTPHMYBAHRAA Nixy Ueifircumy PCO na niaroniaac crannapry
XPOMBTOTPAMME CTAHEAPTHOrD POIUMILY,
TUTANY NioKens YTHOPIOErEea oBTe 3A0AREASHIA BiANOBLAAC CTAMRADTY
Cepenpss maca | oaopinvicn Macn Cepenmavaca: 765Mr 760 pr
18730 rafneroic - ve Ginsure £ 5% MiH 1%; maxe 1%
2/20 Tafinerokc- e Ghmwet: 102, /
Pozunyeuns He menm 75% (Q) uepes 45 xewinn 90 %
Kimyricne smananeinia
- uedixenm 95 - 110% six sassagio! xinpkoorl 99 %
OnopignicTs A020BAMHNX OIENNLD AV=150% & 1
Croponni pomiuren
* DAMHNYHOT NOMIIUKH He 6inee 2,0 % HE 3aCTOCOBYETECA
- Cyma poMiloK He Ginsme 4,0 % Lo g HE 3aCTOCOBYETLCS

MikpobSionoriuna unerorad

He Binstme 107 KYO/r

- 3arancHa KinsKicTs agpoGHUX HE 3aCTOCOBYETHCA
mikpoopratiismiz (TAMC)

- 3aranbHa KineKieTs APDRMEOBNX Ta He Gianine 104 K¥ O/ HE 38CTOCORYETHCR
nicaaeux rpubio (TYMC):

- Escherichia Coli/r Bincyraicts HE 3ICTOCOBYCThES

Lwm 5 mioTeepmsyro, o HaneaeHa wHe indopmauis ¢ KocTosipHoo Ta Touroso. Mana cepidt mpopykuil Gyna supobirena (exmosaous
NAKYBAHBA/MApKYBAKHKA) Ta npoBefienull xowtponk W AxoeTi wa sumesasmavenil Ainsuui s nosnii Bianonimmocri mwmaram GMP,
BOTAHOBNENNN MICIERUM EPryMATOPHMH OpramoM, 2 TAKOX BiANOBiAHO Ao cneuwmicauii, md mictrecs y peccrpauifiiomy moche s
3afesnedenna sinosiaHocTi BUMOTaM AepiaaBHo! peectpallil, ax Le nepeabadero komnanielo ATIKAJIONN AJl Cron'e, PecriyGixa ITinuivim
Mareponis. TTporoxonn supoSHHITR, AAKYBANHA T aHaNi3in @Yo MPOBE/IEHO Ta BCTAHOBASHO Dinnosiano GMP.

7
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AAKANADVA
CKOMJE

PAPMALIEBTHMYHA XIMIKO-KOCMETUYHA NPOMUCIIOBICTE AKLIOHEPHE TOBAPHUCTBO
AJTEANIOUIL AT Crante, PecniyGnixa Tisniuna Maxenonis, Gyapsap Onekcannpa Maxenoncskoro, 12, Cror’e, 1000

Ten.: +389 23104 000/ daxe: ++389 23104014

Qapuaneaniene Inbesuevennn Trocmi

§ Unnue nnganna
1 IlapaMetp DiasyBaloTs Tinsky npu enocrepesenni erabinsHocTi npenapary.
§ [MoxazAnk RiANYBAIOTE NEPIOMHUKG ~ KOMCHY HECATY CEPilo.

Croman: Jloapin Ha BuITyek cepil 3aTBEpAME:
TIpauisnuk cayx6u sabesnevesnsn arocT dapm. eney, K.Bpsunora Menuukoguk.
dapm,Bparkiua IMetkocka (mianuc)

(miimmuc)

27.04,2021 27.04.2021



®
AAKAADILA
CHKOMNJE

DAPMALIEBTUHECKAR XMMWNKO-KOCMETUYECKAR NPOMLILLAEHHOCTB
AJNKANIOWIT AR- Cronse, Pecay6mmka Cesepran Maregonus, 1000 Cronve, 6-p Anexcargap Maxenoucku, 12

Ten.: ++389 2 3104 000 / ®axc: ++389 2 3104 014
Dapmageentuecroe Obecneuenue Kayecmeq

AKLIKOHEPHOE OBLIECTBO

CEPTHPHKAT KAYECTBA Ne, 40000169767

JIe:capcrneuiloe CpencTeo:
B GnmeTepe; no 2 GnucTepa b KapronHoi kopobke
No UA/11157/02/01 {cpox pelicTnus He orpanuyeH)

dopme nedukcuma Tpureapara 447,630 mr)

Hanmenosanne NPoHIBOACTBEINOTO
yUacTKA ¢

MecToraxe:Kneuue
NPON3BOACTBLIIIOND Y4ACTRAS

Maxenonms

Homep nuitensny Ha NPOH3BOACTEO:
Ne 18-3953/2 or 22.05.2019

Annex: 18-3129/2 ot 24.03.2020

Ne 533/2020/C-943 ot 20.10.2020

COPUE®®, Tatnericn, NORPHLITEIE ILAcHONNON ofonoaxkol, o 400 Mr o 5 TabmeToK

(1 rabneria, OKpLITAA WACHOMHOH o60ONOUKeH, cofepiuT: meduxcnma 400 mr (s

AJIKAJTIOVT AN Cromne, Pecnybnuka Cesepran Makeaonuys

Bynesap Anexcanfpa Makenorcekoro, 12, Cronze, 1000, PecnyBanxa Cenepriasn

Homep 3a11109€HHA 0 TOATBEPIACHUN COOTBETCTBHS Tpebokatisim GMP:

Cepus: 1075053
JaTa IpoH3BOACTRAS 04,2021
Tozen go; 03.2024
KonuuecTEO B cepun 59.904 kopobox

Tapamempu Konmpans

Hopme

Pesyaomeam

Onncanme TIpomonresarkie, BBOAKOBERIYIUILIE TAONETIH,
NOKPHITEE NNEHOYHOH 0fonoukoif KpeMoBaTo-
Henoro 1BeTa, ¢ paCKoi Ha oaHOH gTopoHe, COOTBETCTBHE CTAHUAPTY
Hnewrndmranus Bpems yASpXUBANHA [THKA NedHKCHMA Ha
- tfehuxcuat XpoMaTOTPaMMe HEDENYEMOrO pacTEOpa

MUMana ouoxcud

IOIKHO COOTBETCTBOBATE BPEMEHM
YASpKUBAHAA NHKA Hedicuma PCO ua
XPOMATOrpaMMEe CTAHAAPTHOTO PacTBOpA,
O0pazyeTcs XENToe OKPALIUIAHAS

COOTBETCTEHE CTAIIAPTY

COOTBETCTBHE CTAHAADNTY

Cpennss Macca H OHUOPOANOCT MACCH Cpemuss Macga: 765 Mr 760 mg
18/20 Tabnerox—ne Gone2+5 % min 1 % ; max 1 %
2/20 TabneTok — He Gonee & 10 %. /
PacrBopenue He menee 75 % {Q) wspes 45 muayT 90 %
Konuveersennoe onpeaeacnne
- Yepurcus 95 — 110 70 o7 3aABNEHROTO KOAHYSCTEA 9%

OH.HOPOJJ,I [0CTE JOIHPORANHEIX CAHIIHL

AV=iss

Hocroponnne nptmecu’
- SAMHUYHEOH ApAMecH
- CYMMa TIpHMeceil

He Honee 2,0 %
He Boires 4,0 %

HE OPHMCHICTCA
HE NIPBEMeHACTCH




ANAKAADNA
CKOMJE

PAPMALIEBTUHECKAR XUMUKO-KOCMETHUYECKAA NMPOMBILWWNEHHOCTE AKUMOHEPHOE OBWECTBO
ANKANTOUI AHl- Cxonne, Pecnyfnuka CesepHast Makenonus, 1000 Cronee, 6-p Anexcangap Maxenosicky, 12

Ten.: ++389 2 3104 000 / ®axc: ++389 2 3104 014

Dapmanesmueckoe Qbecneuenue Kavecmaa

MuxpoSuonorncean sucroTa’;

- Obmiee yucno aspobHRIX

MukpooprarusMon (TAMOC): He Gosnee 10° KOE/r He IIPHMEHISTCA
~ OBlIee WHCIIO APOKIKEBEIX H MECHEBEIX He Gonee 10* KOE/r HE NPUMEHSCTCS
rpubos (TYMC):

- Bscherichia coli/r Oteyrereye HE NPUMEHACTCT

ITHM 1 OATBEPIK/AAI0, YTO IPHBEACHHAA BhILIE UHMOPMALIHS SBIAESTCS JOCTOBEPHOI 1 TOUNON. 3Ta CepHA NPOAYKINH BLiAa
npouzBesieHa (BRIIOYaN YIAKOBKY/MapKHPOBKY) H HPORSHEH KOHTPONS £¢ KAYSCTRA HA BLIUSYIOMIHYTOM YUACTKE B HOIIIOM
cooTeercreru ¢ TpebosannamMn GMP, yCTAHOBNGHHBIMH MECTHBIM PErYNATOPHBIM OPTaHOM, 4 TAKIE B COOTRETCTEUH CO
CrelpuKaHAMY, CONSIKAIIMMACA B PETHCTPALIHOHHOM JOCKHE M OGECIEYEHNS COOTEBETCTBIN TPEGOBAHNIAM rocyiapeTael o
PETHCTPALHH, KAX 3T0 ApexycMoTpeno kommarued AJIKAJIOMI AJl Cxomse, Pecriy6anka Cenepuas Makegonua . lpotokonw |
ApPOUSBOJICTRE, YNAKOBKH N anann3oB Hriri nporepens! H yeTaHoBNEHo cooTreTcTRIE GMP.

* NedicTRyTOmEee H3MaHNE
"TTapamerp HCIBITEIBAIOT TONEKO TIPH HaGMONEHHH CTaSHISHOCTH Npenapara,
¥ TokasaTent HONBITHIBAIOT NEPHOAWYECKH - KAKIYIO JECATYIO CEPHEO.

Coctapsu:
PaboTamk cnyxBur ofecneverua KaTecTsa; Paspemenve Ha BEITYCK CEPUH YTBEDIMIT:

thapm.Bpauxuna [Metrocka dapm.Crery K Epswnoea MunenkoBuk

27.04.2021 27.04.2021




AEPXJIIKCITY XBA
AEP/KABHA CJIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMMT
Y AHINPONETPOBCHKINA OBJIACTI

HAuinpo, r1.CoBopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox EIIPTIOY 37070665

BHCHOBOK
NPo AKiCTh BBE3EHOro B YKpainy JiikapcbKoro 3acoby
27.09.2021 Ne 55580/21/0411
COPLE®®

(naliMeryBanHa nikapebkoro 3acoby 3rimHo 3 peecTpanifHAM NOCBIRIEHHAM)
Tab/1eTKH, BKPHATI NAiBKOBOI 060.10HK010, 110 400 Mr mo 5 TabneTok y GaicTepi; mo 2
baicTeps y xapTouHil Kopobui

((opma BunycKy, NO3yBAHHS, BUI NAKYBAHHS JIiKAPCHKOTO sacoly)

Howmep peecrpauiitroro nocsiguenns UA/11157/02/01 ctpox nit peectpauitinoro nocsimuenns 01.01.2099

Cepis nixapcukoro sacoby Ne 1077300 KinskicTs Be3enoro nikapenkoro sacoby 27552
Bupo6unk AJIKAJIOI ALl Cxon’e, PeciyGaixa IliBriura Maxenois
(natiMeHyBanns siupoGHHAKa Nikapeekoro 3acoby, kpaina MOXOMMKEHHA )
Breseno B Ykpainy ToBapucTBo 3 06MexkeHo0I0 BianosinankricTio "BaJIM", inenr. kon:
31816235

(HafimenyBanna Ta koa 3a €JPTIOY opuanunol 0co6R abo npisBume, iM's, no GaTLKoBi
drisnunof ocobk - mianpuemud, i Micue npoxuBanHs Ta peccrpauifinuit HoMmep o6aikopol
KapTk# MIATHHKA ToAaTkie abo cepis Ta Homep nacnapra)

IIpoTokon Bisyansnoro koutpemo six 24.09.2021 N 03-01/3139/14.

3a pesyibTaTaMu [JEpKABHOTO KOHTPOIIO BCTAHOBNIEHO, IO Jikapcekui 3aci6 BBeszeno B Vkpainy 3
AOTPHMAHHSM BHMOr 3aKOHOJABCTBA OO 3a0e3NeyeHHs AKOCTI JliKapobKux 3acoBis.

B.o. Haganervka JlepxasHoi ciyx6y 3

MiKapChKHX 3ac00iB Ta KOHTPOIIIO 3a
p ; TPOIIO 3 €rop BOJIKOB
HapKOTHKaMH y JIHINpomeTpoBChKii
obnacti
(1rocazosa ocoGa opraHy JepKaBHOrO KOHTPOIIO) (niamuc) (iH.iu.iann Ta NpissuILe)

Caitnana Boyaphikosa +38(066)345-41-71




AAKANADWNAD
CKOrJeE

PAPMALIEBTUYHA XIMIKO-KOCMETUYHA MPOMUCTIOBICTb AKLIOHEPHE TOBAPWUCTBO

AJIKATIONT AR Cronse, PecnyGnika [Tisuiuna Maxenonis, 6ynesap Onexcanapa Maxenosesxoro, 12, Crom’e, 1000
Ten.: ++389 2 3104 000 / Paxe: ++382 23104 014
Qapmanecntnne Jabeanevenna Tnocmi

CEPTH®IKAT AKOCTIN: 40000171702

COPIE®®, vabnerry, BRpaTi IiBROBOIC 080/10HK0M0, IO 400 MF N0 5 TaGneTok ¥
Gnicrepi; no 2 GuicTepn B xapToHHiH KopoGui

Ne UA / 11157/02/01 {cTpok aii neoOmerenmii)

(1 TaBnerka, BrpiTA MABKOBOKY OGOAOHKOW, MICTHTS: - Usdikcumy 400 Mr (B

dopmi nedixcumy Tparinpary 447,630 mr)

Jikapesicnit 3acif;

Hasga eapoGunwol ginamw; ANKAJIOLD ALl Cron'e, Peciy6nika [Tinaivaa Makemonin

Micuesnaxonncenna BupoSHuIoY AlamecH: Bynesap Onexcannpa Marenorneskoro, 12, Ckon'e, 1000, PeciyGnika Hisniana Maxeaonis

Hontep ninensii Ha sHpodunoTac:
Ne 18-3953 /2 pig 22.05.2019
Annex: 18-3129 /2 pig 24.03.2020

Homep BHCHOBRY MIORG NiATECPIKeHHS BiANoBiaHoCTi BlMoram GMP:

Ne 533/2020 / C-943 pin 20.10.2020

Cepin: 1077300
Jata supoGuruTea: 06,2021
Mpuparenit no;s 05,2024
KinpxicTn B cepii: 48,960 xopobox
Hapamempu Koumipons Heopmun Peayavinant
Omues Howracri, meoorryini TaGneia, BIATIOBI@E CTAHRAPTY
BKpHTi IUTIBKOBOIO 0GONOHKOI) KPEMOBETO-
Biforo KONEQRY, 3 PHCKOI Ha otHoMY o,
Izenradikauia Yac yTpHMyBanEHa mky nedikcnMy Ha
~ Hedixcum XPOMaTOrpaMme BHITPOOYBAHOIO PO3YHHY
Mae BIATORITATH yacy
yTpuMyBaHHA DKy Degikcuny PCO na BiWOBIRaE cTaHapTy
XpOMATOTPaMME CTRHIAPTHOTO PUIYIHY.
THTAHY JOKCHH YrBODIOCTECA XOBTE 3a0ApBIEHHS BiANOBINAE CTAHAARTY
Cepems maca i onpopimiicTs macu Cepenpgmaca: 765 mr 765 mr
1820 Tafinerox - He Gineme & 5% MiH 1%:; makc 1%
2/20 Tabnerok-~ge Ginnuex 104, /
Pozunnennsn He menm 75% (Q) yepes 45 xnuman 91%
Kinnrcicie Buznagenns =
- uedixcnm 95 - 110% bix samsnenol ximuoeTi 99 %
OaHopianicTs A030BAHAX 0AHHHI AV=150% 1
Cropouni AoMiIKH
- OEEBHYHOT JoMilEKH He Gineme 2,0 % HE 38CTOCOBYETECA
- CyMa BOMItIOK He Ginswe 4,0 % HE 38CTOCOBYETHCA
Mixpo6ioaoriuna unerora§
= JaraneHa KiMERICTH aepOBHIX ze Ginpie 10° KVO/r BIINIOBINAE CTAHHAPTY
mixpoopranizmis (TAMC)
- 3araneya KiBKICTE APBRIGKOBHX TA He Ginsme 102 KVO/r Bimmorizac craugapty
niicaaenx rpuGis (TYMOC):
- Escherichia Cali/r Bincyicrs Bilnoeinae cranmapty

Hum 1 nigesepuicyio, o Habesena nAme {ndopMattin € mocToBipHOIo Ta TouHowo, Maua cepiit mpomywuii Gysa sapoGeHa (BRIOMAIONHK
NAKyBAHHA/MADKYBaHEA) Ta nposeniennil KomTpons ii skocri Ha DWINesasMavemili FinAHNI B MOBHIM Bimmomimsocti BumoraM GMP,
BCTAHOB/ICHWM MiCUEBHM epryisTopHuil OPraHOM, a Takox mimnosizno mo cneuudixeuii, sxi MicTatses y peectpani¥inomy nocke s
3afesnieuennn RiANOBINHOCTI BEMOTaM fepraBHOT peectpanit, sx ne nepeabauero komnanico AJIKAJIONT AX Cror’e, PecnyGnixa [TibHiuma
Maxegosis, TIpeTokond BUpoSHUITTES, TAKYBAHHA T4 AHANI3IE GY/I0 IPOBENICHO Ta BCTAHOBNEHO RinnoBigno GMP.




AAKAADVA
CKAaMJe

DAPMALIEBTHMYHA XIMIKO-KOCMETHUYHA MPOMMGIIOBICTE AKUICHEPHE TOBAPHUCTBO
AJIKATIONT AL Creonve, PecryGnixa ITipniuna Maxeronis, Gyneeap Onexcanzipa Makenoscexoro, 12, Cron’e, 1000

Ten.: ++389 2 3104 000 / daxe; ++389 2 3104 014

Dapmaneenumie Jadeanevwernnn Srocmi

§ Yunne BHTausHs
Y TIapaMeTp BijwyBAOTs TiNLKE NPH cHIOCTEpEkeHH] CTaBlIEHoCT] nipenapary.
§ HokasHuK BirTyBaIOTE HEPIOANYHO - KOKHEY JECATY Cepiio.

Crnas: Hosein na pumyck cepii sarpepaue:
Tpauipmitk cmysx6H sabesneqeHHs AKOCTI (hapm. enen, K. Epsunosa MenuukoBHx,
tapam.Bpanxiua Tlerkocka (mignic)

(nimouc)

30.06.2021 30.06.2021



— P e —— B o
G?APMAUEBTMLIECKAH XHMHKO-KOCMETM'-JECKAR ﬁPOMbILUﬂEHHOCTb AKUMOHEPHOE OBUIECTRO

AJIKAHOWN AD- Cuonse, PecaryGanxg Ceneprns Makenomus, 1000 Cronne, fip Asiercanap Makenonews, 12

Ten.: ++389 2 3104 000 / daicc: ++389 2 3104014

DQaprrayeamu %eckoe Obecnevene K, unechie

:5 | CEPTHOUKAT KA YECTBA M. 40000171702 o
£ ! j]elmpﬂaen‘;;ae c]?éae—r?:?“ ST E‘BF@E;@:‘}.;EIETK}E ;apumaeiimuﬁ uﬁonow;;ﬁ, 10-400 Mr 1o 5 ragae Faw
P 8 GaMcrepe; no 2 Bancrepa b kaprouon kopobke

i Ne UA/TY 1570201 (epox aehicramg se OrpaifHve)

? (1 Tabierxa, NOKPLITan MReHoU NG obesoukoii, COACPHIT: nedutkensia 400 Al (ot

' I dopme uetucnpa TpMrigpara 447,630 mr)

: ; Hamseosanme nNpoHIROACTICRITOrD AJIKATIOUN Al Crome, PecuyGga Cerepian Mareganus

'} yuacTica ;

. Mccrounxmwmnne
| nponsBdaCTRCHHOrG YHacrka: Bymisap Anexcannpa Maxenoncioro, 12, Cronge, 1800, PecnySiuka Cenepras
Makenouus

: ! Homep nuuenany g MPOU3BOACTRO:

3 Ne18-3953/2 o1 22.05.20 19

i Annex: 18-3129/2 ot 24.03.2020

; . ' Howmep 3AKNOYeHNR o NOATRENK tEHHH COOTRETCTRMN FPeGONAN LN GMP;

Ot Ne 533/2020/C-943 op 20.10,2020

.!:- Cepuss: 1077300

| Rara UpoiIeofCERa: 06.202]

*! Tonen na: 05.2024

1 Kounucerao 4 cepny

Hapasiempu KORTHt05 Hopan IV

Onucanmpe

lpononrosaree, ABORKODBINYIIGIE TabneTkn,

NOKpLITLIE fCHOY O 060104Koi Kpemonaro.

Cenoro usera, ¢ puckoy Ha 0A10if cropone, cooTReTCTRHE rnaapey |
Bpewms yaepunpanmg nhKa nedmkeMa #a :
XpoMaTorpamme HenuiTyemoro pacTupy ‘ g

AOIKHD COOTBETCTROBA TS Bpesexy
YREPIKHMBAHUA NMika wedmicsig PCO un {i coorseTeTINe CTaHpapy

Hazmendmengsg
~ Heehuxci

XpomMarorpanme CTalaapTIoro pactaopa.

MG Miawcig O6pazyetes wenroe o AUHBATHE EooTrercTRIE cravanpry
Cpenuss macea OAHOPOANOCTL Macon; Cpenuas macca: 765 mr ~Aall 765 me

F8/20 Tabnerok — e foaee=5% f ' min 1 %; max | %
2/20 7262270k - He Gopee 110 %.
He menee 7595 (Q) uepes 45 MHHYT

i

Pacraopenue

Koauuecracipge onpencnenie
= pthinec

|
25~ 110% or SARBNEHIOrO KOAHYes un i 99 9

|
| s e
Oanopoanocry, AIHPOBANNLIX sty AV <13 1 ,
_____ ..,,.__-._.....,,......__u-w_..._______ s il i i [
TocTopomnie npuarecy’ |
* SIHHYLOM ApHMecy He Gonee 2,0 % He 1tpumensieres i
- CvmMMA nipimeceft He Gonee 4,0 2 11§ EpuMeseroy |
e




- AAKAADKA
KOS

dJAPMAuEBTHL!ECKAH XUMUKO-KOCMET
ANKANOWA AR Cronue, Peciyfinuxa Cenepran Mo

VMECKAS MPOMBILINERHOCTE AKUMOHEPHOE OBIECT RO
keaonus, 100 Cronne, {p Anckearipap Makenoncia, 12

Ten.. ++3892 3104 000 / Dake: ++389 2 3 104 014

Dapranesmuvecroe Obecnenenne K, wiecmeq

Mmcpoﬁno.uoru-:cmaﬂ uncrorat;
= Obuiee yicno A3pOSHRIX
MESpOGpranMIMoR (TAMC):

- OBimee uneno aposcrenuix H IecHeRsIx
rprbos (TYMC);

L= Lscherichia colisr

He Goaee 10° KO COOTBETCTAUE CTaIUpT Y

tHe Bonee 10? KOR/ COOTBETCTRHE Cras Ty

Orcyrerene COOTaCICTBHE Sithapey |

———

DrHm 1 NopRe Mo, Yo RpuBesentan suue wn
Npowznecnea (sxnouay ynakmmy/mapmup,osxy) H
COSTBETCTRINY © TheBomanuamy GM P, yeranoane:
cncumbmcauumn, CORCPIHRUUMNCA B perie
PerieTpag, kak sro RpeayeMOTpeHD koM
poH3BOACTRA, YIHARORKH W &10130B Ghiny ]

PPOBEAEH KOHTPOND e¢ KauecTa Ha BHIEYTOMIHYTOM yyuacTre p LTS
FHBIMK MeCTithig PECYNRTOPHLIM opranom, & rasie p COOTBETCTBHI co
PAUHOHNOM NOCKe g oechewenny COOTBETCTEHA Tefonamnuam FoCyaaperae i
Heel AJIKANIOM] All Cxonbe_, Peeny6nuca Cenepnay Makenouns., Iporakoie
POBEPEHBI 1 YeTRHOBACHO Coorsercrane GMP,

hopMaimg spnsercs AOCTOBEPHOT H TounOIL. g CepHR mpoaykuin Gring

B I

* Hedicreyionee mnuande

rrlapawerp HCIITRIBAIOT ToAbkO npy HABIOASHMY CTaBimhHOCT) Apemapara.
$ Mokasares, HCTELETRIBAIOT DepHOMitesKky - Raxnywo necaryio cepino,

Cocranng:
PaBorning CayrGut oBecneyemus Kaueersg:

hapm . Bparwarg | lerkocka

3HL06.2021

Paspewnenne ya BEIMYCK Cepuu yroepa:
{apss. Crierg K.Bpattacnn Myspen KU

30.006.202)




No. .
Ve | " Moka3HuKu _ Bumoru HO Peasynbtatn
e o e e e aHanisis
1 Onue Mpoposrypati, ABOONYKNI TaBReTKY, Bignosinae

3 : -HEPH{ABHA YCTAHOBA "lHCTVlTYT I'POMAJICI:KOFO 3OCPOB'A im. O.M. MAP3EBBA
HALIIOHAJTBHOT AKALEMIE ME,I]W-%HVIX HAYK VKPAIHI&" "

epxaBHa HaykoBO-goCHniAgHa naGoparopis 3 KOHTPOTIKO SIKOCTT nmapcbxnx 3ac95;3

syn.lNoryspenka, 58, m.Kuis, 02094
Ten: +380 (44 513-71-33, +380 (44) 292-14-17; dauc: +360 (44) 292- 14-21; E—mas! druglab@ukr.net

ETEME S, Mpekeanigikoaans SO0 Bi 22.01.2016 p.

m‘? mﬁ% AxpepuTosana HauioHanbHUM 8reHTcTeoM a axpefivtauil Yepdiiv siaroeigHo Jo Bustor ,E‘C‘FY EN ISOMES
R 2 17025:2019(EN1SOREC 17025:2017,.IDT; ISGAEC 17025:2017 IDT}, Arecrar ripo a:@enu‘raqlro Ne 20905 B;,u s
%‘ S Uz OB.30.202Y p, . s
B W &0 Arecropana SepHasHok CiiyxGois Yipaitu 3 FHaposkix 38005i0 Td KOHTDONK 38 Ha;axmxamn Csmou,mo npo
Y%, &Y avacrauio Ne 510 sig 02.06.2022 p. o SRR
A X k 5““! - CHCTEME YRPaBIHKE RKICTI0 CepTRdIiKORaNE ¥RDATHOLKAM MEZUYHAM L;efrrpoM oepmq:nixaqﬁ Ha Bmi'l‘DﬂIﬂ{HiG‘I'h j e T
S ] 10905 : <o pumoran JCTY EN IS0 S001:2018, CepTuq:ixa‘r pinnosiguocti Ne 248 aig 13.07.2021 . SR
S HECTY ENISOAEC 170280 ) .- Ynoanosaxena [T “lepxastui excnepTHui yeHTp Midicrepcraa OXopoHm 310pos’s ¥kpainu® HE APOBBASHHS

‘nafiopaTtopHUX BURBOSYBaHE HKERUbKUX Jaeolis, WD NONATLEH Ha AEPMABHY peccTpauix

' Ce‘p‘rmbixa'r aHanisy Ne 1645
nepempxa ineHTAMHOCT! copTadikaTy Hepes IHTeprer: ?&ﬁp Trwrwidrugiab kiev.udfsert
: : id"13545€)C4A16 ™

- Big g mcamﬂ 2022 p.

- Ha3Ba 3pasky: COPL],E@@ Taﬁne“rxm Bxpwn MriBKOBOK cﬁonomo;a fo 4{}0 M, r;o 5 Taﬁne'rosc y
* BriicTepi, no 2 Bnicrepy y KapTOHHIR i{opoﬁm . .

Bupoﬁﬂux' AJTKANOID ALl Cron's, Pecnyﬁnma Misniyna Makeporis

~ Howmep cepii: 1093823

Haapa ta anpeca. 3aMOBHMKA: Depwasna cnyxba Ypainu 3 nma;}t:bxmx 3acoﬁls T8 KOHTpC%mO 33
HapkoTrkamu, M. Knig, npocnext Hepemory, 120

. Auct-wanpaenenns: Ne 4812-002.0.1/002.0/2-22 8ia 06.09.2022 p.

Micue Bigbopy apasky: CrinbHe yKpaiHChKO-6CTOHChKE NGNPUEMCTRO Y cbopm; TOBAPUCTEA S

T obMmexeHOR BignosinansHicTo "Ontima-Dapm, JITH"
Hara opepiaHHs 3pa3ky: 12.09.2022 p. PeccTpauyiliHUit HOMep 3pasKy: 1526
- [laTta BUKOHaHHA poboTti: 12.09.2022 - 04.10.2022 p.

Bug konTponio: 33 posriopsaxesHam Jeprrikcnyxou (nDCTaHDBa Ne 902y

S HJ, 3riguo fiKkol npoBoguTLes ankania: MKS go p.n. Ne UA/M1157/02/01

BKPUT] NNIBKOBOI OOCTIOHKOIO
KpemyBaTo-Ginoro Konmsopy, 3 pmcuom
o s B s o _|Ha opHiil cropoHi
-2 |oenThdixaliin _ .
-+ uetikcum - . Mac yTpumysanHs nika edikeumy Ha  Bignosigas
' ; XpowaTorpami BUNpoGyBaHoTe posunny
_noB#HEH BigRosinaTy Yacy
YTPUMYyBaHEA nika uedikcumy PC3 Ha
£ P ... XpoMarorpami CTaHAapTHOrG posunHy | _
- TUTAHY giokeus . YTBOPIOEThCH XOBTE 3a6apBrieHHs Binnosigac

3. [CepegHsa maca o 765 Mr+5% 766 mMr
4 OgHOpigHICTE MacK 1820 TabneTok: He Birlbiue +5 % O H1%
; B - P120 Tabretok: He Ginswe + 10 %
5 [KinbKicHe BU3HAYeHHS © B0 - 110 % sig-3asereHol kinkkoeTi = 100 %.
6 - MapxysaHHs . BrigHo MKS go p.n. Ne UA/11157/02/01 Bignosipnae
oo =, vrtaxoexa . . Brigso MKA no p.n. Ne UA/M1157/02/01 Bignosipae

' _' BucHOBOK: 3pasok npenapary COPH‘D@ TabneTk1, BKPWTI MITIBKOBOIO OBOMNOHKOWK, 1o 400 mr, no 5 -
?aﬁne'ro;s: y 6nlcrep| no 2 OpETEnIRY;

TOHHI kopobu, ¢. 1093823 supoBHulTec ANTKANIO! ,EE Al
| .9

sh 0 ‘;gnoaf;;ae BuMoram MIKF no p.ri. Ne UAM1 15?:’{32!01 no

B.0cTaHiHa

B-C-1645:2022




JEPXIIIKCITY KBA
JEPKABHA CIIYKBA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHU V¥V KHIBCLKINA OBJIACTI

npocnext Banepin Jlobanoseskoro, 51, M. Kuir, 03110, ten/taxc: (044) 363-06-50
E-mail: dls ko{@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
npo AKICTh BBE3EHOTO0 B YKPaiHY JIKAPCHKOro 32co0y
06.10.2022 Ne 34785/22/10
COPLHED®

(uaiisenyBanHS RiKApCHROTO 3acoBy 3rizxun 3 peecTpaniitain MOCRIAYCHRAM)
Tabuerks, BrpHTI Muiekoror oboTonkow, no 400 Mr, Ho 5 Taénerok y Gaicrepi, mo 2
GaicTepu y kapronniii xopoGui

(diopha BHIYCKY, A03YBAHRA, BW MAKYEAHHA nikapcrKore sacoly)
Homep peectpanifinore nocsisenns UA/11157/02/0% crpox aii peccrpauiiinoro nocsinuenns 01.01.2099
Cepixn nixapesxoro sacaty Ne 1093823 KinskicTs sBe3eroro sikapcekoro 3aco6y 120

BupoSuux AJIKAJIOI AJT Cxorr'e, Pecy6nixa ITisHiuna Makegonis

(naiimenynanna sHpoGRHKA Nikapebkoro 3zcofy, kpaiia MOXOMKEHHA)

Breseno 8 Yxpainy CmisbHe yKpaincsKo-eCTONChKe NignpueMeTro ¥ hopmi
TOBAPHCTBA 3 00Mexenor BimnoBifanbuicTio "OnTirva-Gapw,
JTR", inent, xon: 21642228
(Haiimerybaunid Ta xox 3a €APACY wpuananoi ocofiu abo npizamne, iv's, no Gatekosi
thizsrunol ocolin - BinuapHeMuA, T MiCse TPOXUBARHS Ta peecTpanifiuii romep obrikosol
KapTKH (TATHHKA moZaTkis alo cepix Ta ROMeD NacropTa)

IIporoxe: Bisyarsnore konrpome sin 01.09.2022 N 2183/5,

Haboparopur#l anani3 axkocti nikapcskoro 3acedy aniftcnenniit;

Hep:apsa HaykoBo-Z0caiana AaopaTopia 3 ROBTPOMIO SKOCTI JiKapcekux 3acofis Jepxasyo] veTanorn "IvcaryT
IpoMaaceKOre 370pos's id. O.M. Map3eesa HAMH Vipainn" (m.Kuis, sy [Jomyapenxa 50)

(nafisenypunns Ta MicuesHaxoLxenin naGoparopii, wo rpoaena nadopaTopyuil HANIS #KOCTL)

Brcrosok mozo AKocTi Aikapeskore sacoly, supanmit nadoparopicto sin 04.10.2022 Ne 1645
Pesyavraru saboparoproro awanisy skacti mkapcskoro 3acofy 3a neperipeRmst nokaHuxaMy BiTAOBIZAIOTE
BHMOTAM MCTOJIIB KOHTPOMIO AKOCTE (aHAMITHYHO-HOPMATHBEOT AOKYMOHTALT).

3a peynkTaTaMi JEPKABHOTO KONTPOMO BCTAHOBNEHO, INO JKapcskuil 3aci6 mBesero B Vipainy 3
JOTDHAMARHAM puMor 32K0HOAABCTBEA IWoA0 2a0e3fe9eHAN AXOCT] NikapoERUX 3ac06is,

Ipunua ITAJTTAMAP

(iriuianit ra npizeme)




ANKANDOVIA
CKOrMJeE

SAPMALIEBTUYHA XIMIKO-KOCMETUYHA NMPOMUCHIOBICTb

AKUIOHEPHE TOBAPUCTBO

AJIKAJIOINT ALl Crombe, PecniyGiika ITisnivaa Makenonist, 6ynssap Onekcasapa Makenorcekoro, 12, Cxorn’e, 1000

Ten.: ++389 2 3104 000 / daxc: ++389 2 3104 014
Qapmayesmuyne 3abesnewena Axocmi

CEPTU®IKAT SIKOCTI Ne 40000187592

Jlikapcbkuii 3aci6:

Ha3sa BUpoOHUYOT AiNSAHKHA:

Micue3sHaxoIxeHHs BHPOOHUYOT AiTSTHKU:

Cepis:

JaTta BupoGHHLTBA:
Ipunatuuii go:
KinbkicTb B cepil:

COPIIE®®, Tab/jeTKu, BKPUTI IIIiBKOBOK 000Ji0HK010, 110 400 M 110 5 TabIETOK y
Giictepi; o 2 GiicTepH B KapTOBHIH KopoOmi

Ne UA / 11157/02/01 (crpox il HeoOMexeHui)

(1 Tabnerxa, BKpUTa IUTIBKOBOIO 000JIOHKO0, MiCTHTE: - nedikcumy 400 mr (B

(opwmi nedixcumy Tpuriapary 447,630 mr)

AJIKAJIOIO ALl Cron'e, Peciy6uika IliBHiuna MakemnoHis

Bynesap Onekcanapa MakenoHcekoro, 12, Crorr'e, 1000, PecrryGuika Ilisniuna Makxenosis

Homep Jinensii Ha BUpoGHULTBO:

Ne 18-3953 /2 Bin 22.05.2019

Annex: 18-3129 /2 Bix 24.03.2020

Howmep BHCHOBKY 1040 MiATBepIKeHHs Bianosianocti Buvmoram GMP:
Ne 533/2020 / C-943 Bix 20.10.2020

1093823
08.2022
07.2025
39.168 xopoOok

Hapamempu konmpons

Hopmu Pesyromam

Onuc:

Jopracri, 1BOOMyKIi TaONETKH,
BKPHTI ILTiIBKOBOIO 0GOIOHKOIO KPEMOBATO~
61J10r0 KOIBOPY, 3 PHCKOIO Ha OAHOMY OOIIi.

BIINOBIZa€ CTAHAAPTY

InenTndikauis
- nedikcum

THUTaHy AiOKCHUJT

Yac yrpumyBaHHs HKy nedikcumy Ha
XpoMaTorpaMme BUNPOOYBAHOTO PO3UHMHY
Mag€ BiNOBIZAaTH Yacy

yTpuMyBaHHs miky nedikcumy PCO Ha
XpOMAaTOrpaMMe CTaHAAPTHOIO PO3YHHY.
VTBOPIOETECS KOBTE 3a0apBICHHS

BiJIIOBiZa€ CTAHAAPTY

BIILIOBiA€ CTAHIAPTY

Cepennsi Maca i oxHOpinHiCTE Macu

Cepemaa maca: 765 Mr 766 mr
18/20 Tabnerox - Be Oinbine + 5% wmin -1%; maxc 1,44 %
2/20 Tabnerok - e Ginpie == 10%. /

Po3unHenns He merm 75% (Q) wepes 45 XxBunuH 93 %
KinbkicHe BU3HAYEHHS

- nedpikcum 95 - 110% Bix 3as1BaEHOT KiTBKOCTI 99,4 %
OasopianicTs 7030BaAHNX OXMHUIL AV <15,0% 0,9
Cropouni JoMiKH

~ OAVHHYHOT JOMINIKK He Gineme 2,0 % HE 3aCTOCOBYETHCH
- Cyma JIOMilIok He 6inbime 4,0 % HE 32CTOCOBYEThCS

MikpoGionoriuna yucrora§

- 3arainbHa KilnbKicTh aepoOHUX
mikpoopranizmis (TAMC)

- 3aranpHa KillbKiCTh IPDK/KOBHX Ta
mricHaBux rpu6is (TYMC):

- Escherichia Coli/r

e 6imsme 10° KVO/r HE 3aCTOCOBYETHCA

ne Ginsme 10> KYO/r | HE 32CTOCOBYETHCA

BincyrtHicTs HE 3aCTOCOBYETHCS

Iim g MiATBEPIDKYIO, MO0 HaBeAeHa BHmE iHdoOpMaris € nocrosipHoo Ta TouHow. Jlama cepili mpoxykuii 6yma BupobIeHA (BKIFOYAIOYU
TAKyBaHHA/MAPKyBaHHA) Ta IIPOBENCHMI KOHTPOIs ii SKOCTI Ha BUINE3a3sHa4eHiH ninsgsnmi B IOBHIM Biamoimmocri Bumoram GMP,
BCTAHOBJICHUM MICIEBMM €pryIaTOPHMI OpraHoM, a Takoxk BINIOBIIHO xo cheumdixauii, ski MICTATECS Y peecTpamiftHoMy I0Che IS
3a0e3TeueHns BIIIOBIIHOCTI BUMOraM JEPKaBHOI peectpanii, sk ne nependaveno xommaniero AJIKAJIOII AJl Cxor’e, Pecny6nixa IliBnivna
Maxkezonis. ITporokom BupoGHUITBA, TAKYBAHHS Ta aHali3is GyJI0 IPOBEIEHO T4 BCTAHOBAEHO Biamosiano GMP.,

/o, & e, //ﬁj £ é{}, A 2o0s o ﬁ%@




ANKANOWMNA
CKOrMJEe

DPAPMALIEBTUYHA XIMIKO-KOCMETUYHA NMPOMUCIIOBICTb AKLUIOHEPHE TOBAPUCTBO
AJIKAJIOITT ALl Cxorbe, Pecriynika ITisriuna Maxkenosis, 6ymepap Onexcannpa Makenorcekoro, 12, Cxom’e, 1000

Tem.: ++389 2 3104 000 / ®axc: ++389 2 3104 014

Dapmayesmuune 3abesnedenna Axocmi

§ UuHHE BUIAHHS
¥ Ilapamerp Bin4yBarOTh TiNIBKH NPH CIIOCTEPEKEHHI cTabiNbHOCTI Mpenapary.
§ INokasHUK BiT4yBaIOThH MEPiOIMYHO - KOXKHY JECATY Cepito.

Cxkiag: J103Bil Ha BUITYCK cepii 3aTBep/IuB:
TIpaniHuk ciry:x6u 3a6e3meaeHHs SKOCTI ¢apm.Crnen. K.5p3miopa MenuHKOBHK
(apm. Bpankina [erkocka IlIkpros (mimmmc)

(mimmuc)

22.08.2022 22.08.2022




AARKARDWL
CKOrMJE

CDAPMAL{EBTW-IECKAH XUMUKO-KOCMETUUECKAA NMPOMBIUIN EHHOCTL AKLIMOHEPHOE OBUWECTBO
- AJIKAJIOV L AJT- Cronse, Peciynnxa Cesepuan Maxenonua, 1000 Crornne, G-p Anexcanuap Makegoncku, 12

Ten.: ++389 2 3104 000 / dakc: ++389 2 3104 014

Dapmanecmuyecroe Obecneveniue Kavecnen

I CEPTHOHKAT KAYECTBA Ne. 400007187592
l Jlexapcrsennoe cpeacTeo:

i B GnicTepe; o 2 GineTepa B KAPTOHHOM KOpoGke
' Ne UA/11157/02/01 (cpok aeiicTeus He orpaHmse:)

COPUE®®, Tabnericn, NOKPLETHIC NNCHOUHOHE obonouko, no 400 Mr o 5 Tabnerox -

Haumenosanse npoussoxcTeennoro
yuacTka :
I

Mecrounaxomnenue .
NPOH3BOACTBEHHOI0 YUACTKA:

i Cepus:

HAara npouzsoxcrea:
Comest no:
KoauuecTso B cepun

(1 Tabnerka, HOKpLITas NIEHOUHOH 0GOIOUKOH, conepxur: uehrrcrma 400 mr (s

Gopme ueduxcnma Tpurnapara 447,630 mr)

AJIKAJIOUT ALL Cronke, PecuyGima Cesepuas Makegouns

Bynbeap Anexcanapa Maxenouckoro, 12, Ckonse, 1000, PecnyGnnxa Cesepras

Maxenomus

Howmep nuueHzum Ha npouIBoneTso:
Ne 18-3953/2 01 22.05.2019
Annex: 18-3129/2 or 24.03.2020

Homep 3aiovenns o noaTBepKASHHH COOTBETCTEMS TpedopanuamM GMP:

Ne 533/2020/C-943 or 20.10,2020

1093823
08.2022
07.2025

39.168 xopoBox

Hapamempur kovmpona

Hopator

Pesynvmarn

Onucauue

TIpononroparsie, ABOAKOBLINYKNbLIE TaGIETKM,
TNOKPLITLIE MEHOYHOM 080n04KOH KpeMoBaTo-
Gentoro upera, ¢ prckod Ha ofHOMH cTOpoHE,

COOTBETCTBHE CTAHIARPTY

Urenmndurauus
- yedhuxeum

MUMAnHd QUOKCUO

Bpems ynepxusanus nuka ueduxcuma Ha
XpOMATOrpamMme HCTbITYEMOTO PAcTEOpa
JOSDKHO COOTBETCTBOBATS BPEMERH
yaepxwveauus nuka tedukcuma PCO na
XPOMATOrPaMME CTAHAAPTHOTO PACTEOPA.

OBpazyercs JKeNITOE OKPAIIMBAHME

COOTBETCTBHUE CTAHUAPTY

COQTEETCTBME CTAaNAapTy

Cpenusisi Macea n OIHOPOAHOCTE MACCH Cpemnsts macca: 765 mr 766 mg
18/20 rabnerox — ne Gonee + 35 % min 1%; max 1,44 %
2/20 Tabanerok — ne Gonee £ 10 %, /
Pacreopenue He menee 75 % (Q) uepes 45 munyT 93 %
Koanuecrsennoe onpegenenne
~ yeghuxcun 95 — 110 % 0T 339BNESHHOr0 KOAMYECTRA 99.4 %
OCuauoponnocrs NosMpoBaARHBIX AN AV <15 0,9

Nocroponuue npumecn’
- €AMHHYHOM npUMecH
- CYMMa npumMeceit

He Gonee 2,0 %
He Gonee 4,0 %

HE MPUMESHSIETCH
HE IIPUMEHSIETCA




BN AL,

GO E

OAPMALIEBTUUECKAS XUMUKO-KOCMETUYECKAS NMPOMbILUIEHHOCT AKLMOHEPHOE OBLLECTBO
AJIKAJTIOUJT AJT- Cronse, PecrtyGnnia Ceepras Maxegonus, 1000 Cronpe, 6-p Anexcanyap Maxenoncin, 12

Ten.: ++389 23104 000 / daxc: ++389 2 3104 014
Dapmagesmuyeckoe Obecnevenue Kayecmea

Mukpobronoraaeckas unerora':

- O6wmee uneso aspoGubix

MUKPOOpranusmos (TAMC): He Gonee 103 KOE/r HE TIpHUMEnneTCs
- OBluee YHCHO OPONOKEBLIX M TLIGCHEBHIX He Gonee 10° KOE/r HE IpHUMeHseTcs
rpubos (TYMC):

- Escherichia coli/r Orcyrereue HE MIPUMEHACTCA

OTHM 7 TOATBEPICAAIO, UTO MPHUBEACHHAS BbILE HHGOPMaLKA ABIAETCA JOCTOBEPHOH M TOUHON. Dra CEPHA NPOAYKUMH BbiNta
npouzsencHa (BRI YPaKOBKY/MAPKHPOBKY) ¥ POBE/IEH KOHTPOND €€ KAYECTBA Ha BEIHLCYIIOMAHYTOM YUACTKE B [OJTHOM
COOTBETCTBHH C TpeGopanuamu GMP, yeTaHOBASHHBIMK MECTHDIM PEryNATOPHLIM OPraHOM, & TRIOKE B COOTBETCTBHH GO
CeLHU(HKALMAMN, COREPKALLUMHCA B PETHCTPALIHOHHOM JOChe 118 0BECNISUCHHS COOTRETCTBH TPeGoRaHUAM rOCYOapCTBEHHOMN
PETHCTPALNH, KAK 3TO NPEXyCMOTPEHO KoMnaHuel AJl KAJIONZ AL Cxonne, PecniyGnuxa Cepepras Maxenouus . Tiporokosss
TpOMSBONCTBA, YMAKOBKM M BHAIM30B GLIIM IPOBEPEHL H YCTAHOBIGHO COOTBETCTE MG GMP.

* Neiicreyolee uspanue
"TlapameTp HCIIBITBLBAIOT TOBKO TpH HaGlOAEHU M CTA0HIILHOCTH NpenapaTa.
¥ Iokasatens uenpITrBaoT [EPHOMMUECKH - KAXKYIO AECATYIO CEPHIO.

Cocrasu:
PaGorimk ciysx6bt 0GecCUCHAs KauecTsa: Paspemenne Ha BeUTyCK CEPMH Y TREDIIL:
dapm.Bpanrnna Merkocka Ixpros dapm.Crien, K.Bpsunora Mwn‘e('»uq)”t?m{' -
MHO{QQ,L’*& Lyt il
22.08.2022 22.08.2022

M Qualityiustrls
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I[EP)KABHA CJIY)KEA 3 JIIKAPCI)KI/IX 3ACOBIB TA KQHTPOJIIO 3A
HAPKOTHUKAMHA :
Y JTHIITPOIIETPOBCBHKIA OBJIACTI

HAuinpo, min.CobopHa,4, k. 601-605, 49005, Tean. (066)34541?1
E-mail: dls.dp@dls.gov.ua, Kog €APIIOY 37070665

BUCHOBOK |
npo siKicTh BBe3eHOro B YKpaiHy JikapchbKoro 3acody
09.10.2023 - | Ne 50462/23/0411
COPLED®

(HaliMeHyBaHHS NiKapchKoro 3acofy 3rilHO 3 peecTpalifHiM MOCBiAYEHHAM
TabaeTKH, BKPHTI NIIBKOBOIO 000/10HK010, 10 400 Mr mo S Tabaerok y 6Jm'Tepi; no 2 aictepu
y KapTOHHii KopoOui

(dopma BuITycKy, 103yBaHHS, BHJ [TaKyBaHHA JikapchKOro 3acoby)

Homep peectpauiitHoro nocsimienns UA/11157/02/01 CTpOK Aii peecTpauiliHoro nocsizmeimm 01.01.2099

Cepis nikapcekoro 3aco6y Ne 1104046 Kinskicts BBe3eHOro Jlikapeskoro sacoby 13208
BupoGHuK AJIKAJIOIT AJ] Cxorr’e, Pecrry6uika ITiBHiuna MakeoHis
(HaliMeHyBaHHs BUpOOHHKA JikapChKOro 3acoly, kpaiHa MOXOIKEHHS)
Beesero B Ykpaity TorapucTBO 3 06MekeHOI0 BiINOBiTAILHICTIO "Ba,ZIM", inenT. Kox:
g 31816235

(naiimeHyBaHHs Ta koA 3a €/IPTIOY ropuniunoi ocobu a6o nplslmme,- imM'q, o 6aThKOBI QizuuHOT
ocobH - nianpueMi, if Micue NpoXxuBaHHS Ta peecTpauiiiHuii HoMep 0671iKoBOIT KapTKH IUIATHHUKA
noaatkis abo cepis Ta HOMEp nacnopra) |

TIpoToKou BisyanbHOro KOpronm Bin 06.10.2023 Ne 07-01/2835/7.

3a pesynpTaraMH JEpKaBHOTO KOHTPONIO BCTaHOBJIEHO, IO JIiKapchkui 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHSAM BuUMOT 3aKOHO/JIaBCTBA 00 3a0e3MeUeH s IKOCT] JIIKapChKHX 3ac00iB.

B. 0. HawanbHUKa Jlep)KaBHOI CIryxO0H 3
JiKapChKHUX 3ac00iB Ta KOHTPOJIIO 33
HApKOTUKaMH y J[HIIponeTpoBCHKii
obnacri

Mapis BPE3IL[bKA

(mixnuc)

(mocanosa ocoba oprany AepKaBHOrO KOHTPOJIO) (idinianu Ta npisBuIe)

*‘E'

HOKVMEHTIB gk

Konropmixopa IOmnis  +38(066)345-41-71




AAKAADWNA

CKOMJE

SAPMALIEBTUMHA XIMIKO-KOCMETUMHA NPOMMCNCBICTE AKLIIOHEPHE TOBAPUCTBO

AJIKAJIOIN Al Cxonse, PecuySnika [Mismisma Marenonis, Synueap Onexcanapa Maxaaoucsxoro, 12, Cron’e, 1000
Ten.; ++389 2 3104 000 / dage: +3892 3104 014
dapmoneanmune Inbesnenenns Axocmi

f _EPTHQII{AT H'KOCII .Ni 40000197440 : ; ; _
COPOED®, tabinerin, nuplrrl nAiBKOBOK oﬁononmm, no 400 MT IO 5 'raﬁnemlc y

Bmicrepi; no 2 GnictepH B xapToHHil kKopobui
Ne UA / 11157/02/01 (crpox il meobmekeHuit)

.....jllxap't;.x;m;ﬁ mciﬁ:m —

Ha3pa sapobuaadol ginanxcu:

Micueanaxogxenng sHpobnumsiol Aiaacu:

(1 Tafinetka, BipuTa MTIBKOBOIO 06ONOHEOIO, MiCTUTE: - Hetikeumy 400 Mr (B

thopmi medikenmy Tpuriapary 447,630 mr)

ATIKAJIOIT ATl Cron'e

Bynesap Onekcannpa Makegoucskoro, 12, Cron'e, 1000, PecryGnika TTingiaHa Maxkeaomin

Homep aluensil aa pupoSHNITRO:
Ne 18-3953 / 2 8ig 22.05.2019
Annex: 18-3129 /2 six 24.03.2020

Homep BHCHOBKY LIOAC RiATEERTAEHHA BianopignocTi BuMoramM GMP:

Ne 17572023 /C-317 pin 21.03.2023

Cepin: 1104046
JaTa pEpoGHNITTEA: 05.2023
IpuaaTunit a0: 04.2026
Kinukicts B cepil: 59.712 xopofiox
Hapasmempu korimpons Hopasu Peayavmam
Onue: Josracri, apoomykni TafneTiu, BiAnosizac crammapty
BKPHTi ILTIBROROIO 080IOHKOI0 KPEMORATO~
Gimoro KOOROpY, 3 PHCKOKY HA ofEOMY GoTTi.
Iaenradicania Yac yrpaMyBaHHg niKy uedixcuMy Ba
- nedikcamM XPOMETOTPEMME BHIIPOSYBAHOIO POIURHY
Ma€ Bianosigary yacy
YTPAMyBaHHA miKy nedikeumy PCO Ha BiIMORiAgE CTAHAAPTY
XPOMATOrPAMME CTAHASPTHOTC PO3URHY.
| THTaHy miokcun YTBOpPIOETHCH OB 380apBICHHS BiznoBinae craHgapTy
Cepempin Maca i onsopinmicTs MacH Cepers Maca: 765 mr 762 Mr
1820 efinero - Be Ginkie + 5% MiH - 1%:; Makc 1%
2/20 alinerox - e Gimane + 1% /
Poiauncans He metr 75% {Q) uepes 45 xsunnn 89 %
Kinukichne BHanauenns
- uedikeM 95 - 110% nin saspmeHof kinskocti 99 %
Onnopianicre A030BaENX oAMHANE AV<150% 1
Cropouui gomimmx
- OAMHAMHOT JOMIILIKA He Gimsme 2,0 % HE 33CTOCORYETHCS
- CYMa IOMIINgK He bineire 4,0 % HE 38CTOCOBYETECH
Mikpofiortoriuaa uneroTad
- 3aransHa KLIBKicTE aspoGHITX ge Simeme 10° KYO/r HE 3ACTOCOBYETRCA
MikpoopranisMis (TAMC)
- 3aranena KiNBKICTL APDHKDKOEHX T4 He Gimsme 10? KYO/r HE 34CTOCOBYETROA
nmicHaux rpubis (TYMC):
- Escherichia Colifr Bincytxicrs HE 38CTOCOBYCTHCA

I 2 minTeepascyio, WO HapefeHa Bume iHGOPMERIM € JOCTOBIPHOK T2 ToumoK. Mama cepili npoxyxmii Gyna eupoficHa (BRTOTAONH
TIAKYPRHHA/MAPKYRAHHA)} Ta TNpoBSAcHMH komrpons 1T AkocTi Ha BHmesasHavenid aimsmi » nopmidl Bignopimmocri Pumoram GMP,
BCTAHOR/ICHMM MICICREM CPryNATOpPHMif OpragoM, a Takox BinoBigHO Xo crenmdikanii, gxi MICTATRCR y peecTpaniiHOMy Oocke Ana
aafe3neqeHEs BiANORiNMOCTI BUMOTaM AcpAaBHOT peecTpauil, Ak e mepeabaveno koMmanieio AJIKATIONT AJT Cron’e, Peeny6nixa [linniuma
Maxenonia, ITpoToxonu BEpoDHHIITES, TaKYBAHIA T4 aHali3iB GyJo OpoBefeHO T2 BCTRHOBNEHO Binnosiano GMP,




ANAKAADWVA
CKOTJE

GAPMALIEBTMYHA XIMIKO-KOCMETWYHA NMPOMUCTIOBICTE AKUIOHEPHE TOBAPUCTBO
AJIKAJIOUT AJl Cronse, PeeryGnika Iisxizm Makenonis, Gyaspap Onexcanapa Makenotcskoro, 12, Cron’e, 1000

Ten.; ++386 2 3104 000 / daxe: ++389 23104 014

Dapmoyesmiiine Jabeinevennn Suocnd

& YnHHe BHAAHHA
1 INapamerp piguyeaoTs TUIEKA NpH cnocTepexkenHi crabinsHocTi npenapary.
§ MoxaiHuk BLITYBAIOTE NEPIOAHTHO - KOXHY [eCHTY Cepiio.

Cknag: Jlo3Bin Ha BUITYCK cepil 3aTREPAMB:
TIpatienux ciryx61 3a0e3NeHEHNA AKOCTI dapm.Cnen. K.Bpsunosa MuneHKOBHK
thapm. Bpanriua [NeTkocka [Hxpros (migmc)

{niamuc)

22.05.2023 22.05.2023



AAKAADNA

CKOMJE
GAPMALIEBTUMECKAA XMMWKO-KOCMETUYECKAH MPOMBILLN EHHOCTb AKHMOHEPHOE OBLLECTBO
AJIKATIOM]] AJl- Comse, PecnyGmixa Cerepran Makenouns, 1000 Cronke, 6-p Anexcaugap Maxenorciw, 12

Ten.: ++389 2 3104 000 / @akc: ++389 2 3104 014

Papmayeemunecxoe Obecnevenue Kauecmea

CEPTHOHKAT KAYECTBA M. 40000197440 .
JlekapcTBeHHOE CPEICTRO: COPHE®D®, TabneTkH, NoKphiThie NAcHoutHOl 06orouKoH, mo 400 Mr mo 5 'raﬁne'rox
g Bimacrepe; o 2 6mucTepa B KapToHHOi Kopobke
Ne UA/11157/02/01 {cpok neficTBHE HE OTPAHITIEH)
(1 TabreTka, OKPEITAA TITEHOUHO 060T0TKOl, conepkuT: HedurcAMa 400 Mr (B
dopme nedurcHMa TpHrEapara 447,630 Mr)
Hanmenosanne npomssogcreemmoro AJTKAAOHI ANl Cromne,
YUACTKA !
MecronaxoxacHae
NMPOHIBUACTBCHHOTO YUACTKA: BymsBap Ancxcanapa Makegotckoro, 12, Cromse, 1000, Peciybmmka Cenepras
Maxesaonns
Homep mrnNeH3MH HA OPOHIBOACTHO:
Ne 18-3953/2 or 22.05.2019
Annex; 18-3129/2 ot 24.03.2020
Homep 3aKTI09eHHT 0 TOATREPKACHHE COOTBETCTEHA TpeboanmaM GMP:
Ne 175/2023/C-317 or 21.03.2023
Cepnn: 1104046
JlaTa npom3eoAcTHA: 05.2023
Tonen no: 04.2026
KouuecTBo B cepaE 59.712 xopobok
Hapamempu xonmpons Hopmwu Peaynsmam
Onpcanne Mpogonrosatsie, JBOAKOBLOTYRITEIC TAGHETRH,
IICKPKITHIC NteHowHOH ofonoureil kpeMoBaTo-
Genoro npeTa, ¢ pckoif Ha OJROH CTOPOHE. COOTHETCTBHE CTAHTAPTY
HpenrHduranus Bpems yaepiuHBaHMg OHES OedHECHMA. Ha.
- yegurcum XPOMATOTPaMMe HCTIEITYEMOrD PpacTBopa
JOIDKHQ COOTBETCTBOBATE BPEMEHHE
yaepaxuBaHHa muka neduxcuma PCO ra COOTBETCTBHE CTAHAAPTY
XpOMATOrpaMME CTEHIApTHOIC PACTEOPA.
mumara OUOKCHD O6pazyeTcd KeNTOS OKpalliBaHNG COOTRETCTBHE CTRHIADTY
Cpeaudd Macca H 0XHOPOZHEOCTD MACCHI Cpennas Macca: 765 Mr 762 mg
18/20 Tabnerok — He Gonee £ 5 % min -1%; max 1%
2/20 Tabnerox — He Gonee 1 10 %. /
PacTBOpeHHe He menee 75 % (QQ) uepes 45 muanyr 89%
KoandecTreernoe onpeaeneHHe
- yedurcum 95 — 110 % OT 3aABIEHHOTO KONHYECTBA 99 %
OaHOPOIHOCTR A0INPORAHALIX eAHHHI] AV<15 1
HocTopornue npamecH’
- eIMHMYHOMN OpHMEeCH He Gonee 2,0 % HE NMPUMEHACTCA
- CyMMa npgueceﬁ He Gonee 4,0 % HEe MPHMCHACTCA




AAKAANDNAL
CKONJE

SAPMALIEBTUMECKAA XMMWKO-KOCMETUYECKAS NMPOMBILLA EHHOCTbL AKUMOHEPHOE OBUWECTBO
AJKATIOUI AJl- Crombe, Pecnyfimixa Cenepran Maxenota, 1000 Cronse, 6-p Anexcannap Maxenoucks, 12

Ten.: ++-389 2 3104 000 / akc: ++389 2 3104 014

Dapmaresmiruecxoe Obecneuenue Kauecnen

MukpobHoTormyeckas WHCTOTAY:

- Ofmee uBCHC a3pOSHEIX

muxpooprazmsmos (TAMC): He 6onee 10° KOE/r He MPUMECHRCTCA
- Ofmee YHCIO APOBCKEBRIX N IICCHEBEIX He 6onee 102 KOE/r HE NpPHMEHAETCA
rpubos (TYMC):

- Escherichia coli/r OtcyTcTeue HE NPAMCHACTCA

UM 1 TOATBEPKAAL0, TTO PUBCACHHAR BLIIE HHOOPMAUMa ARIAETCE AOCTOBSPHON H TOUROH. 3Ta CepHA MPoXyKuMH Osura
HpOM3IBEASHA (BRINOTIAA YIIAKOBKY/MADKHPOBKY) H IIPOBEACH KOBTPOME €€ Ka4eCTBA Ha BHILICYIOMAHYTOM YYACTKE B HOIHOM
¢OOTBETCTBYM ¢ TpeGopannaMu GMP, yeTaHOBICHERMHY MECTHEIM PECYIITOPHEIM OPTAHOM, 3 TAKOKE B COOTBCTCTEHHE GO
CIeHKAHAMA, COASPIKAIHMUCA B PETHCTPANMOHHOM JOChE A4 06ecIedeHHR COOTBETCTBIA TPefoBaHHAM roOCYAapCTBEHHOR
PETHCTpAIAH, KAk 3T0 fApeaycMoTpero xoMnanneit AJTKAJIOHA AXl Crombe, PecrryGnuka Cepepras Maxenonus . IIpotoxonsl
NPOH3BOACTBA, YOAKOBKHA ¥ AHATH3OB GLUIH MPOBEPCHEL M YCTABOBACHO cooTBeTcTBHE GMP,

+ HeticTRyrommes H3RAHHE
TTlapameTp HCHEHTHBAIOT TOABKO IPH HaGMIONCHWH CTaGWILHOCTH NIPEIapaTa.
§ IToxasares HCNLITHBAIOT NEPHONHYCCKH ~ KAKAYH0 ACCATYH) CCPHIO,

Cocrasun:

PafoTaax cnyxOb obeceYeHHA KAYecTha: PazpelucHue Ha BRITYCK CEPHH YTBEPIAHNT:
tapm.Bpanxuna [erkocka llkpros tapm.Cnery, K.Bp3nnopa Muncuxoz#k
J
22.05.2023 22.05.2023
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