NEPKABHA CJOYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JTHINPONETPOBCHKIN OBJACTI

Iuinpo, n.Co6opua,d, k. 601-603, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa €JIPTIOY 37070665

BHCHOBOK
npo sxicTb BBezeHOro B YKpaiHy JlikapcsKoro 3acody
27.03.2024 Ne 15119/24/0411
ATOPUC®

(HajiMCHYBAHHS RIKApCHKOro 3aco0y 3riiHO 3 peecTpalifHuM NOCBI JUEHHAM )
TaGJIeTKH, BKPHTI ILTiBKOBOI0 060/10HK010, 10 10 Mr mo 10 taberok y Gaicrepi; no 9
GJticTepiB y kapToHiii Kopo6ui

(qopMa BHNyCKy, A03YBAHHS, BUA TIAKYBAHHS JiKaPCHKOTO 3acoby)

Homep peectpaniitoro nocsimenns UA/5302/01/02 ctpox nif peectpauifiHoro nocsiageHHs 01.01.2099

Cepis nikapchkoro 3acoby Ne DD3181 Kinbkicts BEe3eHOrO Nikapebkoro 3acofy 300
Bupo6uuk KPKA z.n. HoBo mecro, CnopeHis
(HaliMeHyBanHs BUpoGHKKa Jikapchxoro 3acoly, kpaiHa TOXOIAELHA)
Bre3ero B YkpaiHy TosapucTBO 3 o6Mexkenoto BianosizansnicTio "baJIM", inexr. kon:
31816233

(HafiMeHyBaHHs Ta ko 3a €JIPITOY opuanyHoi ocobu abo mpi3BuILe, im's, N0 GaTsKkoBi
diznunoi 0coby - NianpHEMLA, 1T MicHe MPOXHBAHHA Ta peecrpauilinuit Hosiep obnixosoi
KAPTKH MNIATHAKA N01aTKIB a0 cepis Ta HOMEp nacropTa)

TpoTokon BisyansHoro koutpomw in 26.03.2024 Ne 07-01/741/16.

3a pe3yabTaTaMHM [OEPKABHOTO KOHTPOJNIO BCTAHOBJEHO, IO nikapcekuii 3aci6 BBeseno B YKpaiHy 3

AOTPHMMAHHAM BUMOT 3aKOHOJABCTBA W00 3a6e3neyenns SKoCTi Mikapchkux 3acoliB.

B. 0. HauaneHuKa JlepkaBHOT Cl1yxOH 3
AiKapchKUX 3ac00iB Ta KOHTPOIIIO 33 .
p . POJIO 3 Mapist BPE3ILIbKA
HapKoTHKaMK y J{HIpOIETPOBCHKIH
obnacti

(mocanoBa ocoba Rl

» s O\
NOKY MEHTIB gj\

Hixiriuesa Oxcana +38(066)345-41-71



JEP)KABHA CJIYXBA 3 JUKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMH
Y JTHINMPOIIETPOBCBHKIN OBJIACTI

IT[ninpo, ni.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua, Koa €JIPTIOY 37070665

BUCHOBOK
NMpo SIKiCTL BBE3€HOT0 B YKpaiHy JiKapchKOro 32c00y
27.03.2024 Ne 15184/24/0411
ATOPUC®

(naiiMeHyBaHHS Nikapckkoro 3acoly 3rifHo 3 peccTpaLifiHHM NOCBiTHEHHAM)
Tab/eTKH, BKPHTI IL1iBKOBOIO 060/10HK010, 10 10 Mr 10 10 Tabaerox y GJicrepi; mo 9
oaicTepiB y KapToHiii KopoOui

(dopma BrIycKy, 103yBaHHS, BU/ NAKyBAHHS NIKaPCLKOro 3acoby)

Homep peectpauitisoro noceinuenns UA/5302/01/02 erpox nii peectpauifitoro nocsigaenns 01.01.2099

Cepis nixapeekoro 3aco6y Ne DD3181 KinbkicTh BBe3eHOro mikapcskoro 3acoby 360
Bupo6HUK KPKA 1.1 Hoso mecto, CroBeHis
(HaiiMeHyBaHHs BHDOOHHKA NiKapCbKOro 3acofy, KpaiHa NOXOMKEi1is)
BaeseHo B Ykpainy TopapHcTBO 3 o6Meskeno10 BianosianbuicTio "baiM", inenr. won:
318162335

(HaliMeHyBanHs Ta koA 3a €PTIOY ropuanysol oco6u abo npizeuiie, iM'4, 110 GaTEKOBI
dhiaranoi ocobH - mianpHemus, if Micue APOXHBAHHA Ta peectpalliiinuil HoMep 061iK0BOT
KAPTKH TTATHYKA NOAATKIB af0 Cepis Ta HOMEp Nacnopra)

INpotokon Bizyanssoro kontpomo sin 26.03.2024 Ne 07-01/746/7.

3a pelynbTaTaMH JEPKaBHOTO KOHTPONIO BCT4HOBIEHO, UIO mikapchkuii 3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHAM BHUMOr 3aKOHONABCTBA LIOA0 3abesneueHHA AKOCTI JIikapcbKHX 3acobiB.

B. 0. HauansHuKa epxaBHol cryx0Ou 3
JiKapChKHX 3ac00iB Ta KOHTPOIIIO 32
HapKoTHKaMH y J[HINpoOeTpOBChKii
obnacti gl ° Vi

N
(nocanosa ocoba g :/:{“ )

Mapis BPE3ILIbKA

% (iminiamu Ta npi3BKIIE)
2

HixitiueBa Okcana +38(066)345-41-71



(T4 KRKA

KPKA, g. 4., HoBo MecTo

YNPABNIHHA AKICTIO
CEPTUO®IKAT AKOCTI STIe ABIHHA A

8501 Horo mMecTD

CnopeHia

Ten: +386 7 3312 111

En. nowra: infof@lrka. biz

Kop No: 7TF4269
Atopuc®, Tabnertsw, skputi nniskoeolo cGonoxkow, no 10 mr Ne 90

kpaisa-snpooHuK: CnoseHin
1 TaBneTKa, BKPUTa NNIBKOBOK OBONONKOIO, MICTUTL 10 M ATOPBACTATUHY Y BUrnAAl aTOpEacTaTUHY Kanbulio

Nikapcexa popMa: TaBnerxn, BKpUTi NNiBkoBoO0 060NOHKOK

poamip | THN nakyeaxHA: no 10 TaneTok y Gnictepl; no 9 6nicTapin y kopobui

Homep cepii: DD3131

Hara epobHuyrea: 10.2023 I,El,ara 3aKiH4eHHA Tepminy npuaaTHocTi: 10.2025

PeecTpauiiiHe noceigyeHHn Ne:
UA - UA5302/01/02

Ha3aea i anpeca rupoBHMKa, BIGNOBIAANGHOTO 3a BUNYCK cepii: | Niuenain Ha BrpobhuuTeo Ne:
KPKA p.n., HoBo MecTo 800-13/2018-6

lUmap’swka yecra €

Homo mecTo, 8501, Cnosenin

Poamip cepii: 12.420 WUT

LiMm nigTeepoxylo, Wo BALEHABEAeHa IHPOPMALIA € AocTsipHOW Ta TouHOW. flaHa cepia npodykuii 6yna evpoBneHa
(BKMIOMAIOYM NAKYBAHHA/MAPKYBAHHA) | NPOALLNA KOHTPONL AKOCTI HA BULLEBKA3aHIA QiNbHKMUI B NOBHIA BIANORIANOCTI i3
BMMOraMn GMP, BCTAHOBAEBHMMM MICLEBUM DErYNATOPHUM OPraHoM, @ Takox y sBignosigHocTi Ao cneuwdikauii
peecTpauiiHol aokyMenTaufi, saTeepaxeHoi 8 Ykpaii gna  AOCRIAKYBAHOrO NiKapCLKOro sacoBy. MMpotokonu
supoGHULTEA, NaKyBaHHA | KOHTPOMNA AKocTi nepesipeHi | sianosinaoT BUMeram GMP.

Cepin BrnylueHa y signosigHocTi is Aitvoio sepcicto MKA UA/5302/01/02.

FaTa BANycKy Ha PUHOK: Qceba, signoeigansta 3a unyck N3 Ha puHok
17.41.2023 Angpen CeHila

WEHOHD
i _.,q__)'

1818 SEEIANC
JTOKY MEHTIB \%\

[JaHuii copTuddIkaT AKOCTI MBS BNEKTPOHHWA Manwc, Oava apyky ceprucbikary. 30.11.2023
CepTvdisaT CTEOPEHO aB8rOMaTUNHO BANigeBAHOK KOMN'IDTEPHOK Nparpamole SAP. Cropiqna: 1/2



CEPTU®DIKAT AKOCTI

(T4 KRKA

KPKA, o. o-, Hoea wecto
YNPASNIHHA AKICTIO
LLimap'ewka Uecra 6
8501 Hoeo mecTD
Crnogevin

en.; +3B8 7 3312111
En, nowrta: info@krka.biz

Kog, Ne: 7F4268

ATopuc®, TabneTku, expuTl nniskoBoko obonoHkoio, no 10 Mr Ne 80
kpaiMa-eupobuuk: CnoseHia
1 TaBneTKa, BKPUTA NNIGKOBOIC 0BONOHKOKD, MICTUTE 10 Mr aTOPBACTATUHY Y BMrAAgl aTopRacTaTHHY Kanbuilo
nlxapchxa topma: TabneTku, BKpUTI NNiskOBOI0 0GONOHKOK
po3mip | TMR naxysaums: no 10 rabnetox y Gnicrepi; no 9 SnicTepie y kopobul

Homep cepii: DD3181

flava supoGH4yTea: 10.2023

|£l,a1'a aaKiHYEHHA TEPMIHY NpugaTHoeTi: 10.2025

Haspa nMokasaHwkie Coeumdpikania PeaynbTary BunpofyRaHs Ap.*
Onuc ini, kpyrni, TROXM BUMYKTI, BKPUTI ANIBKOBOID Bianoeinae -
QBONOHKOK TAGNBTKN
OaHOPIRHICTE BU30BAHKX MpuiimMansHe YWcno {AV}): ve binbwe 15,0 21 -
OAMHULE — OAHOPIAHICTh
BMICTY ATOPBACTATUHY
IneHTUdIKALIA ATOPRACTATHHY | Hac yTpUMyRaHHA NiKy aTOpBACTATHRY Ha Binnoeipnae -
-BEPX XpOMaTOIpami pos-uHy Ipaska (SaS} mae slanoeinati
Hacy YTPUMYBAHHA MKy ATORBACTATUHY HE
XPOMETOrpami Jo3-MHY CTaHGApTY (8S)
|lnerTvdhlkayin aTopRAcTATHHY | OcHOBHA NNAMA Ha Xponararpami po3uuHy 3paika - "1
—TWX (SaS) Mae BlRNOBIRETM CCHOBHIA NNAML Ha
xpomaTorpami posuUHY CTAHAEPTY (88)
|GeHTHDiKaLiA THTaHy Po34uH Habypae ¥oeToro 1abapeneqHHn - *
aiokenay
CynyvHi gomiwim — ATN1 He Ginbwe 0.2 % <01 -
CynyTHi noMinx — ATN2 He 6Ginbwe ¢.2 % <01 -
CynyTHi foMiwkn — ATN4,5 He Ginbwa 0,2 % 0,1 -
CynymHi pomiwm — ATN12 Ha Glnewe 0.2 % < {1 -
CynyTi gomiwwa — ATN13 He Sinswe 0.2 % <01 -
| Cynymi aomiuim = ATN14 He Ginswe (0,2 % <01 -
CyoyTHi goMiwmd — ATN1S Ha 6ineua 0,2 % < {1 -
CynyTHi goMiwkm — ATN1G He 6insiue 0.2 % .1 -
Cynytai pamliukd = ATL1 He Ginows 0,2 % <01 -
CynyTHi gomiwim - oguHwdsa | He Ginnwe 0.2 % 0,1 -
HeigeHTudioBaHa NOMILIKA
CynyTH] LOMILLKH = Cyma He Ginbwe 1,0 % 02 -
KinekicHwa smicT 95,0 - 105,0 % eia 3a3Ha4eHci K i 97.8 -
aTopBACTaTHHY " %'w\\
PosunHennn stoppacTatwHy | He meHwe 75 % {Q} pi OF KINLKOCTIY ZAA 97 99 -
npoTarom 30 xaunuH 1A ’::’_\.\
MikpoBionorivHa AkicTe — He Ginbwe 1000 KYT.?// TOKY MEHTIB \?9 - 2
3arankHa KiNbklcTe aepobHnx \%
| mipoopraHiamie (TAMC)
MikpoGionorivHa AKICT - s -3
SarancHa KinewcTs A
APEKDKOBWX TA NNICEHSNX
EEnEia {TYMC) \{ /4
MikpobionorivHa AKicTL - Bincymis 1 r d: n‘. ~ .', / = 12
Escherichiacoli —
= MpuMiTea

*1 He pyTunuil MeToa. BunpoGyBaHHA NpPoBRAMTLEA 1 pas Ha pik.
2 punpobysaHHA NPOBCAUTLCA BiANOBIAHO Ao nporpanmi (onucana B MKA)

JlanHuil c8PTUCDIKAT AKDCTI MAE enexTROHHUA Nignue.
Ceprmplm'r CTROPAHD ABTOMATHYHO BANICHAHMG KM K TEPHOK nporpamoro SAP,

Hara apyxy cepruchikary: 30.11.2023
CropiHka: 2/2
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(T4 KRKN

KPKA, n. a., HoBo mecto

YNPABJIIHHA AKICTHO
CEPTUDIKAT AKOCTI topicuis ooads

8501 Hoeo mecTo

CnoBeHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kopn Ne: 7TH4862

Atopuc®, TabneTku, BKpUTi nniBxoBol ofonoHkoto, no 10 mr Ne 90

KpaiHa-BupoGHWK: CnoBeHis

1 TabneTka, BKPUTa NNiBXOBOK 060MOHKO, MicTUTE 10 Mr aTopBacTaTUHY Y BUNAAI aTOPBacTaTUHY KanbLio
nikapcbka (popma: TabneTky, BKPUTI NNiBKOBOID 060NOHKO

poamip | Tun naxkysaHHA: no 10 TabneTtok y 6nicrepi; no 9 6nicTepis y kopoGui

Homep cepii: DE0O5S

HaTa supobruurea: 03.2024 |,[1aTa 3akiHYeHHs TepMiHY npuaaThocTi: 03.2026

PeecTpauifine noceigyeHHs Ne:
UA - UA/5302/01/02

Haaea i anpeca supoBHuka, BiANOBIAansHOro 3a sunyck cepil: |Nilensia Ha supobHULTBO Ne:
KPKA ga.4a., Hoeo mecTo 800-13/2018-6

Wmap'ewka necta 6

Hoeo MecTo, 8501, CnoeeHin

Poamip cepii: 18.240 WIT

Lium nigreepmxyto, Wo BUWEHaBeeHa iHopMaLis € NOCTOBRIpHOIO Ta TovHow. [aHa cepia npodykuii 6yna supobnera
(BKIIOYMAKYY NaKkyBaHHA/MapKyBaHHS) | NPOALINE KOHTPONL AKOCTI Ha BULLeBKasaHil AiINLHUL B MOBHIA BIgNOBIOHOCTI i3
puMOramMn GMP, BCTAHOSIEHWMW MICLEBUM PEryNATOPHWUM OpPraHoM, a TakoK Y BianosigHocTi Ao cneuudikaui
peecTpaUifiHol  gokymedTailli, aateepmwkeral B Ykpaini ona  gocnigkyeanoro nikapcbkoro sacoBy. TlpoTokonu
BUPOBHMUTEA, NakyBaHHA | KOHTPONS AKOCTi nepesipeHi | BignosigawTh BUMoram GMP.

Cepis sunyleHa y signosigHocTi i3 gitovoie sepcieto MKA UAI5302/01/02.

[laTa BUNyCKY Ha PUHOK: Ccoba, BignosigansHa 3a sunyck 113 Ha puHoK
13.05.2024 Manga lWeniva
o
L{‘&%U}"

B o 26,
by s RO * NP

HaHni cepTudikaT AKOCTI MSE eNeKTPOHHUA NILMUG. Hara apyky cepTuddikaty: 03.07,2024
CepTidikaTr CTBOREHO aBTOMaTUUHO BaNIKOBAHOK KOMITI0TEPHO nperpamoo SAP. CropiHka: 1/2




CEPTUDIKAT AKOCTI

(L4 KRKN

KPKA, A. A, Hoso mecTo
YNPABNIHHA AKICTH
Wimap'ewka vecta 6

8501 Hoeo mecto
Cnosenin

Ten.: +386 7 3312 111

En. ngwra; info@@krka.biz

Kopn Ne; TH4862
ATtopuc®, TabrieTkH, BKPUTI NIIBKOBOK oBonorkolo, o 10 Mr Ne 80
KpaiHa-ewpobHuk: CnoBerin
1 rabneTka, BKpUTa NNIBKOBO 060NOHKO, MiCTUTL 10 Mr aTopBacTaTUHY Y BUFNAAI aTOPBACTATUHY KanbUito
nikapceka cpopma:; TaBneTky, BKpUTI NNiBKOBO 0GONOHKOID
poamip i Tun nakyeaxHa: no 10 TaBrieTok y GaicTepi; no 9 GnicTepis y kopobui
Homep cepii: DEOOSB
Hata supobruuTea: 03.2024 I.D.aTa 3aKiHYeHHA TepMiHy npuaaTHocTti: 03.2026
Ha3asa nokasrbukis Cneuudikauis PeayneTaTu sunpoGysarb p."
Onuc Bini, kpyrni, Tpoxy sUNYKNi, BKPUTI NNIBKOBOIG Bianosinase -
oBonoHkeo Tabnartku
OpHOPIGHICTL 4O30BAHUX MpuiMansHe Yucno (AV): He Ginklle 15,0 1.3 -
OAWHULE ~ OAKCPIAHICTE
BMICTY aTOPBACTaTUHY
lneHTudikauia atopeacTatudy | Yac yTprmyBaKHR niky aTtopsacTatuHy Ha Bignosigae -
—-BEPX xpoMmarorpami poauynHy apaaka (SaS) mae signosigaTn
yagy yTpUMyBaHHA NiKy arTcpsacTaTUHy Ha
XpomMarorpami poz4MHy ctaHgapty (SS)
laeHTtudikadia atopeactatury | OCHOBHA NNAMA HA XPOMETOrPaMI DOIUKHY 3paska - 1
-TwX {Sa3) mae BiANOBIAATA OCHOBRIA NNAMI HA
XpoMatorpami posdvHy craHzapty (SS)
laeHTudbikauia TUTany Po3urn HaByBae KaBTOro 2a6apeneHHa - *1
aAlokcuay
CynyTHI goMikn — ATN1 He Ginbwe 0,2 % <01 -
CynyTHI JoMittikn — ATN2 He Ginsle 0,2 % <01 -
CynyTHi gomilky — ATN4 5 He Binswe 0,2 % <01 -
CynyTHI poaiwky — ATN12 He Gintwe 0,2 % <G -
CynyTHi gomiwkn —ATN13 He Ginswe 0,2 % <01 -
CynyTHi gomiwky — ATN14 He Ginbwe 0,2 % <01 -
CynyTHi poMilkn — ATN1S He Binblie 0,2 % G,1 -
CynyTHi gomiwkn — ATN16 He 6inbwe 0,2 % <01 -
CynyTHi aoMilkd — ATL1 He Ginblie 0,2 % 0.1 -
CynyTHi gomiky — oanivdHa | He dinbwe 0,2 % 0,1 -
HeineHTugikoraHa goMiwKa
CynyTHi JOMiWKK ~ cyma He insle 1,0 % 0,3 -
KinbkicHWia amicT 95,0 - 105,0 % Big 3a3Ha4eHOl KINLKOCTI 99,5 B
aTgpeacTatuy
Po3uuHerHs atopeacTaTuiy | He meHwe 75 % (Q) eif 3asrnaqeHoi KinkKocTi 93 -98 -
npoTaram 30 XBurvH
MikpoblonorivHa RKicTb — He Ginbwe 1000 KYOB 1T = 2
3araneHa KiNbKicTk aepobHUX
Mikpocpradismie (TAMC)
MikpoSionoridHa AkicTe — He Ginewe 100 KYO B 11 - 2
3aransHa KineKicTb
APIKIKOBUX Ta MNiceHeBUX
rpuGis (TYMC)
MikpoGionosiuxa sKicTs - BigcytHiB 1T - =2
Escherichia colt

IMp.* = MpumiTka

*1 He pyTuHHWA MeTog,. BunpobyeaHHs nposoputeea 1 pas Ha pik.
*2 BUApaSYBaAHHA NPOBOMTLCA BIANOBIGHO fo nporpaMK {onycaHa B MKA}

Oanuil cepTudikaT AKOCT! M2E ENeKTPOHHWA Nignnc.
Ceprudikat cTROPEeHO aBTOMaTUYHO BasiA0RAHO KOMM'I0TEPHOK nporpamolo SAP.

Oata gpyry ceptudhikaTy: 03.07.2024

Cropinka: 2/2




AEPKABHA CJY/KBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHCBI
npoe. Haaii Ceitanunor. 3. 02099, rea. (04:4) 295-26-85
E-mail: dIs.kyiviadls.gov.ua. Koa CJIPITOY 37079055

BUCHOBOK
PO AKICTH BBE3CHOI0 B YKpaiHy [1iKapCchLKOro 3acody

18.07.2024 Ne 36766/24/26

ATOPHC®

(HAIMCHY BAH S CHKAPCLEOLO 3UCO0Y 3110 3 DO TPty 10CRMCH IS )
TabJICTRH, BRPHTI ILHBKOBOIO 000.10HK010, 110 10 M13 10 10 Tadiaeror v o.crepi, no Y
0J1icTepiB Y KapToHHIH Kopodui
(hOpMa BHIVCRY . 103V BAHHA. BIL HARY BAHHA TKAPCHEOTO HICO0Y )

Homep peectpaniiinoro noceinuenns LIA/S302/01/02 crpok aif pecerpaiiiinoro nocsiziesis HEOOMCACH il
Cepis nikapeskoro 3acooy Noe DEO0OSS KinbKicth BBe3eHOTO Aikapebkoro sacooy | 200)

BupoGHuk KPKA. ;t.;1.. Hoso mecto. Ciopenis

(HAIMCHYBAHHA BHPOOHIKD JIKAPCLEOIO SAC00N . KPHTHE HONO IHRCIHIN)

Beeseno B Vkpainy Crijibie YRpaiHehbRO-CCTOHCHLRE NLPHEMETBO ¥ PopMi TOBAPHCIBA

3 00MeReno10 Biinosiabuicrio "OnriMa-®apy, JIT1. inenr. o
21642228

(Haiisteny Barns ra Kol sa CAPHON jopiass ol 0com ato npissuiuLe. iS5, 10 Gt bkosi (i sy

OCOBH = EAPHEMUH. T MICTE IPORHBINIS T PeCCT AL HOMEP OOKOBOT KAPTRH L1 IR
N0 TRTE Q00 Cepis T HOMEP HACHOpT)

[lpotokoa Bisyaaknoro konrpoao sin 18.07.2024 »& 2379/7.

3a PE3VALTATAMY  AepAABHOIO KOHTPOTHY BCTAHOBICHO. LILCY .'I].I{\l[‘IL‘In v

3 3aci0 BBeICHO B VEpaiin

AOTPHMAHHAM BUMOI 30KOHOAABCTRA OO0 3a0€31e e HIs AROCTI 11 b KHX 31C00I1R,

Havanptink Muroia XOJOJIEHKO

(MOCAIOBLOCOGA OPIAHY ACPAABIOIN KO TPO.1O) (i rme) (RGN e P s )

M.IT.



NEPKABHA CJYKBA 3 JIKAPCHKUX 3ACOLGIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npog. Hanii Ceitanunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BUCHOBOK

Mpo AIKiCTH BBE3€HOT0 B YKpaiHy JIKapchLKoro 3acody

30.12.2024 Ne 71330/24/26

ATOPUC®

(HAMMEHY BAHHA JiKAPCLKOrQ 300y 3riAH0 3 peeeTPaLliHHIM TOCRLIHCHHAM)
TabIeTK, BRPHTI ILTIBKOBOI0 00010HK010, 110 10 Mr; 110 10 Tadiaerok y daicrepi, 1o 9
0aicTepiB y kapToHHiil Kopodui

(hopma BUNYCKY. LO3YRAHIS, BU MTAKYBAHHS TiKAPCLKOTO 33C00Y)

Homen peectpauiiinoro noceizuenns UA/S5302/01/02 crpok nii peecTpauiiinoro nocsinyetHs HEOOMEXKEHUH
P PEECTpP P P p

Cepis nikapcbkoro sacady Ne DE4372 KinbkicTh BBE3€HOTO Aikapebkoro sacody 1020
BupoGHIK KPKA. ji.1.. Hoo mecro, CiioeHist

(HafiMeHyY BaHI BUPOGHHKA JIKAPCLROTO 30C00y. KpatHa NONO/ACHH)

Beeseno B Y kpainy Cuiibile yRpaiHehLRO-€CcTONChKE MANPHEMCTEO Y hopMi TOBAPHCTBA
3 oOMekenolo Binnosiaaabnicrio "Onrima-Mapwm, JIT/L", inenr. koa:
21642228

(Hativenyranna Ta koa 3a CPIIOY opiiHoi ocofu a0 npisBHILE, iM'd, N0 BaTEKOBI (i3H4HOT
ocoGi - nidnpuemi, i Miciie IposkHBaHHA Ta peeCTpalifinnii HoMep 00AIKOBOT KAPTKH [IATHIKA
nojaarkis abo cepis Ta HOMEP HACNopTa)

Ipotokon Bizyaabioro kontpoio sin 30.12.2024 Ne 4491/8.

3a  pesynbTaTaMM JICPKABHOIO KOHTPOIIO  BCTAHOBICHO, WO NIKAPCHLRMIT 3aCid  BBe3eHO B YKpaiHy 3

AOTPHMAH AN BuMOr 3aK0HOLIBCTBA 100 3a0e3neuen s AROCT] MKAPCLKIX 33C00iB.

" -~
%

] > f J =\ °f~/ - -
Hauanphuk: [ [/ I/ 2z} z Miukomna XOJIOJIEHKO
(nocu,";dii;: 0cobaloprIny .'!\.'p'd\‘zilii‘ltll B'r\-(:nnpo.‘uo) (1ianue) (IHiliaan Ta npissHiLe)

it




(F4 KRKA

KPKA, a. 8., Hoeo mecTo
CEPTUDIKAT AKOCTI YNPABIUIHHA AKICTHO
Limap'ewsxa uecta 6
8501 Howo MecTo
Crnioeein
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Neo: 7H4862

Atopuc®, Tabnetky, BKpKTI nniskosoto o6onoHKow, no 10 mr Ne 90

KpaiHa-BupoBHKrK: CnoseHia

1 Tabnerka, BKpuTa NHiBKOBOI0 0GOMOHKO, MICTUTL 10 Mr aTopBacTaTUHY Y BACNSLI aropBacTaTMHY Kansuio
nikapckKa hopma: TaGneTkN, BKPUTI NMiBKOBOK 060N0HKOD

po3mMip i TMN nakyBaHHA: 1o 10 TabneTok y GnicTepi; no 9 Briictepis y kopobui

Homep cepii: DE4372

[ata eMpobHuuTea: 09.2024 Iﬂ,a‘ra 3akiHYeHHA TepMminy npuaaTHocTi: 09,2026

PeecTpadiiiHe noceigueHHa Ne:
UA -« UA/5302/01/02

Haasa i anpeca supoBHuka, eignosiaansHoro 3a Bunyck cepii: |NiueHain Ha BUPOGHULTEO Ne;
KPKA n.a., HoBo mecTo 800-13/2018-6

Llmap’ewra Uecra 6

Hoeo MecTo, 8501, CnogeHin

Poamip cepii: 9,683 IUT

LiuM nigTeepAXyio, Lo BULLeHaBeeHa iHhopMaLis € AOCTOBIPHOW Ta TouHoW. [lana cepis npoayKuii byna eupofineHa
(BRNIOYEIOMY NaKYBaHHs/MAPKYBaHHA) | NPOMLUNA KOHTPOMb SKOCTI Ha BULLEBKa3aHii ATbHULL B NOBHINM BifnosiaHocTi i3
Bumoramu GMP, BCTaHoBnehnMK MICLIEBMM PErynaTopHWM OpraHoM, a TakeK Y BignosigHocti Ao cneumdikawii
peecTpauiitHol fokymeHTauii, 3aTeepmieHol & Yipalki Ans  gocrnimkysaHora nikapcbkoro 3acoBy. [MpoTokonu
BUPOBHWUTBEA, NaKyBaHHA | KOHTPOSA AKOCT nepesipeHi i BignosigaoTs BuMoram GMP.

Cepin BunylieHa y signoeigHocTi I3 pirovoke sepciels MKA UAI5302/01/02.

fata BURYCKY Ha pUHOK: Qcoba, signosigansHa 3a sunyck 13 Ha pUHOK
02.10,2024 AHapes Ceniua

L

Oanvi cepTudikaT AxocTi Mae enakTPOHHWIA Nignwe. Dara npyky ceprudbixary: 11.12.2024
Ceptndpikar ¢veopeHo aBTOMaTHYHO BaNiA0BaHOo KOMM'IOTepHO nporpamoio SAP, Cropinxa: 1/2
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CEPTU®DIKAT AKOCTI

(74 IKRKA

KPKA, a. a., Hoeo mecto
YHPABNIHHA AKICTIO
Lmap'ewka uecra 6

8501 Hoeo mecTto
CnopeHin

Ten.: +#386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: TH4862
Aropuc®, TabneTku, BKpUTi NNIBKOBOI 060110HKO0, No 10 pMr Ne 90
kpatHa-supoSHuK: CnoseHisA
1 rabneTka, BKpuTa NIBKOBOI 06OMOHKON, MICTUTL 10 MF aTopBacTaTUHY v BUrAS A aTopeactraTUHY KansUino
nixapcbka thopma: TabneTkn, BKPUTI NNIBKOBO 060HOHKOW
po3mip i Tun nakyeaHua: no 10 Ta6netok y Gnictepi; no 9 GricTepie y kopobuyi
Homep cepii: DE4372
Jara anpobruurea; 09.2024 | Oara sakiHveHHa Tepminy npvgaTtHocTi; 09.2026
Haasa nokazHWxin Cneundixauin PeayricTati BunpoGysaHs Mp.*
Onue Bini, kpyrni, TPOXKM BUNYKA, BXPWTI NNIBKOBOKD Blonceipae -
oBonoHkoo TabneTku
OnHopiaHiCTL 4O30BaHKX Mpuitvancie umene (AVY: He Binbwe 15,0 2,5 -
0AWHULUL — oAHOPIAHICTE
BMICTY aTopBacTaTUHy
IpeHTudhikauis atopeacTatiuy | Yac yTpumyBsanHa riky ATOPBACTATHHY Ha Binnosigae -
—BEPX XpoMarTorpaMi poaunHy apaska (SaS) mae eignoeinati
4acy YTPUMYBAHHA NIKy aTOPBACTATURY HA
Xpomarorpami poaqvHy crasgapty (55)
InenTMdbikaLia atopeacTaTuHy [ OCHOBHA NNsAMa Ha XpoMaTorpami posyKHY 3paska - *1
- TIX (SaS) mae sipnoBigaT™ oCHOBHI NNAMI Ha
XpoMaTorpami poauuHy craigaoTy (S8)
IpenTnchikauia TTany Poaunn HaByeae xoBToro 3abapeneHts - *1
fiokcuay
CynyTHi pomiwxm —ATN1 He Binblwe 0,2 % <0,1 -
CynyTHi fomMilky — ATNZ He Ginswe 0,2 % <01 -
CynyTHi goMiluky — ATN4,5 He Binbwe 0,2 % 0.1 -
CynyTHl pomituky —ATN12 He &inkwe 0,2 % <01 -
CynyTHi goMituky — ATN13 He Ginbwe 0,2 % <0, -
CynyTHl gomiwku — ATN14 He Ginble 0,2 % <01 -
CynyTHl noMiltky — ATN1S He Ginbwe 0,2 % <0,1 -
CynyTHI fomiwkn —ATN16 He Ginkwe 0.2 % <0, -
CynyTHi fomiukn —ATL1 He Ginbwe 0,2 % 0,1 -
CynyTHi poMiwky — oAuHUWYHa | He Binblue 0,2 % 0,1 -
HeineHTMIKOBaHa AOMIlLKa
CynyTHi AOMIlKKY —cyma He Ginbwe 1,0 % 0,2 -
KineKicHni emicT 95,0 - 105,0 % Big 3a3HaqeHol KinbkoceTi 97.5 -
aTOPBACTATHHY
PoaunHeHHs aTopeacTathy | He meHwe 75 % {Q) sin 3a3naueHo] KinskocTi 92 98 -
npotsroM 30 xevnvH
MikpoGiontarivHa axicTe — He 6inbive 1000 KYOB 11 - 2
3aranbHa KineKicTs aepoBHUX
wikpoopraniamis (TAMC)
Mikpobionarivyna AkicTs — He Ginbwe 100 KYOB1r - *2
3aranbHa KinkXicTb
OPBKEKOBUX TA NNlceHeBux
rpubla (TYMC)
Mikpo6ionariuna sricts - Bipcyrhis 11 - *2
Escherichia coli

Ip.* = MpumiTtka

*1 He pyTuHHWA meTod. BunpoBysanHn nporogvtees 1 pas Ha pik.
*2 evnpoBysaHssA NROBOANTLECA BIANOBIAHO AO Nporpammk (onucara B MKH)

Oanuit ceptudbixaT AkOCTI Mag enexTpoHHNiA nianue.
Ceprucblkat cTBOPEHD ABTOMATMYHO BANIAOBAHOIO XOM'IOTEPHOIC NPOrpaMo SAP,

HAara apyky ceprudiikary: 11.12.2024
CropiHka: 2/2




JNEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo SIKICTH BBE3EHOr0 B Y KpaiHy JlikapcbKoro 3acody

23.10.2024 Ne 55619/24/26

ATOPUC®

(naiiMenyBaHHs Jikapchkoro 3acoly 3riIHO 3 peecTpalifHiM NOCBiAUECHHM)
TabJeTKH, BKPUTI INIIBKOBOIO 000/10HK010, 10 10Mr, o 10 Tadaerok y Oaicrepi; mo 9
0aicTepiB y KapTOHHII KOpoOILi

(¢opma Bumycky, J03yBaHHs, BUI NaKyBaHHs J1ikapcbKOro 3aco0y)
Homep peectpauiiinoro nocsinuenns UA/5302/01/02 crpox aii peecrpauiiinoro nocsinuenns HEOOMEXKEHMI
Cepis nikapcskoro 3acoby Ne DE1602 KinbkicTs BBE3€HOTO Jlikapehkoro 3acoby 120

BupoGHUK KPKA, n.1., HoBo Mecto, CoBeHist
(ualiMeHyBaHHS BUpOOHHMKa Aikapchkoro 3acoly, KpaiHa MOXOKEHHS)

BeeseHo B YkpaiHy CrinbHe yKkpaiHChbKO0-eCTOHChKe MiANMPUEMCTBO y dopMi TOBapucTBa
3 00MekeHoI0 BiqnoBizaabHicTio ""Onrima-®apm, JITH", inent. xox:
21642228

(natimenyBanHs Ta kox 3a €/IPTIOV ropunuuHoi ocobu abo npissuue, imM'sa, o 6aTeKoBi Giz3nuuol.
ocobw - mianpuemus, 1i Micue npoxyBaHHs Ta peecTpauifHui HoMep 061IKOBOT KapTKHU NIaTHHKA
nojarkis abo cepist Ta HOMep nacrnopra)

TIpoToko BisyansHore koutposo six 23.10.2024 Ne 3603/8.

3a pesynbTaTaMM JEPKABHOrO KOHTPONIO BCTAHOBNEHO, WO JIKAapChbKUH 3aci0 BBe3eHO B YKpaiHy 3
JOTPUMAHHAM BUMOT 3aKOHOJABCTBA 100 3a0e3MeueHHs AKOCTI JIiKapChKHX 3ac00iB.

Muxona XOHO)IEHKO‘; ,

(mizmuce) (inimianu Ta npisBume) 407




(L4 KRIKN

KPKA, a. a4., Hoeo mecto
CEPTUDIKAT AKOCTI YMPABAIHHA AKICTIO

Wmap'ewka uecta 6

8501 Hoeo mecTo

CroBekis

Ten,: +386 7 3312 111

En. nowrta: info@krka.biz

Kopn Ne: TH4862

Atopuc®, TabneTki, BKpuTi NNiIBKOBOH 00ONOHKO0, No 10 Mr Ne 90

KpalHa-Bupo6HMK: CnoBeHin

1 TabneTtka, BkpUTa NNIBKOBOK 0BONOHKOK, MICTUTL 18 MIr aTopBacTaTMHY Yy BUrNAAi aTopBacTaTUHY Kanbiilo
nikapckka tpopma: TabneTku, BKpUTI NNIBKOBOK 0GONOHKOM

po3sMip i TMn nakyBaHHsA: no 10 Tabnetok y 6ricTepi; no 9 6nictepis y kopodui

Homep cepii: DE1602

[aTta BupobnuuTea: 05.2024 |,D,aTa 3aKiH4eHHA TepMiHy npuaaTHocTi: 05.2026

PeecTpauiiiHe nocsig4eHHA Ne:
UA - UA/S5302/01/02

HaaBsa i agpeca pupoBHuka, BiANoBigansHora 3a eMnyck cepii: | JiueHsis Ha eupobHULTBO No:
KPKA a.a., HoBo mecTo 800-13/2018-6

Wmap’ewka uecta 6

Hoso MecTo, 8501, CnoBeHin

PosMmip cepii: 12.053 WIT

Livm nigTeepaxyto, Wo BULLEHABEAEHA iHpOpMaUia € AOCTORIPHOW Ta TOYHOW. JaHa cepis nponykuii Byna svpobneHa
{(BrMIOYANMM NakyBaHHA/MapKyBaHHs) | MPoAWNa KOHTPOIlb AKOCTI Ha BUULIEBKA3aHIA AiNbHUUI B NOBHIf BianosigHocTi i3
Bumoramn GMP, BcTaHOBMEeHWMMK MICLEBWMM pPETYMATOPHWM opraHom, a Takow Yy BignosiaHocTi Ao cneuudikauil
peecTpauiiHoi  JoKyMeHTaull, 3arteepweHol B YkpaiHi Ons  AocnimgxyBaHOIO nikapcekoro 3acoby.  [poTokonu
BUMPODHHULTRAE, NaKyBaHHs | KOHTPONS AKOCTI NepesipeHi | BiANoBIgaTL BUMoram GMP.

Cepin sunyiweHa y BignosigHocTi i3 girodore Bepciern MKHA UA/S302/01/02,

[aTa BUNYCKY Ha pUHOK: Ocoba, BinnosiaancHa 3a sunyck N3 Ha puHok
08.07.2024 Mainaa Weniua
2
ui{f/}w L
LRaHui cepTudbikaT akocTi Mae enekTpoHHUR nignuc. Hara apyky ceprudikaty: 10.10.2024
CepTudikaT GTBOREHO aBTOMATKYHO BaNIAOBAHOK KOMN'IOTEDHOW nporpamo SAP, CropiHka: 1/2
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CEPTU®DIKAT AKOCTI

KRKM

KPKA, a1. a., Hoso mecTo
YOPABIIHHA AKICTIO
Wmap'ewka Lecta 6

8501 Hoeo MecTo
CroseHis

Ten.: +386 7 3312 111
En. nowira: info@krka.biz

Kog Ne: TH4862
ATopuc®, TabneTku, BKpUTi NNIBKOBOO o6onoHKolo, no 10 Mr Ne 90
KpaiHa-BUpobHuK: CrnioseHin
1 TabneTka, BKpUTa NNiBKOBOIO 0GONOHKOK, MICTUTL 10 MF aropeacTaTUHY ¥ BUTNALI aTOPBACTATUHY KankLiio
nikapcbka dopma: TabneTku, BKPUTI NRIBKOBOK 0GOTOHKOH
posmip i Tun nakysanua: no 10 TabneTok y GnicTepi; no 9 6nicTepie v kopobui
Homep cepii: DE1602
fata BupobHuyrea: 05.2024 |,El,aTa 3aKiHueHHA TepMiHy npuaaTtHocTi: 05.2026
Haasa nokasHukis Cneumdikavin Pesynbraty BUNpobysaHs Mp.*
Cnuc Bini, kpyrii, Tpoxu BUNYKNi, BKPUTI NRisKoBoW Bignoeigae =
obencHKo TaBneTkm
OAHOPIOHICTE A030BaHUX MpulimaneHe Yncno (AV): He Binble 15,0 5.1 -
OAWHWUE — OAHORIAHICTL
BMICTY aTOPBACTATUHY
lnedTudikalin atopeacratuhy | Yac YTPUMYBAHHSA NiKY aTOPBACTATUHY Ha Bignosinae -
—BEPX XpoMmarorpami poaduHy 3paska (SaS) mae signosinaTn
4acy yTpUMYBaHHs Riky aTopsacTaTiHy Ha
XpomaTorpamMi poasnny ctargapty (SS)
laeHTudbikavin atopsacratisy | OcHoBHa NnNama Ha XpOMaTOrpami posuKHy apaaka - *1
- TWX (SaS) mae BignoeinaTh ocHosHI nnami Ha
Xpomarorpami poaumdy cTadaapty (SS)
laeHTudikauis TuraHy Po3uuH Habyeae oBToro sabapererHs = 1
.CI.IOKCI."I,E{y
CynyTHi JoMiwikn — ATN1 He Ginswe 0,2 % < 0,1 -
CynyTHi Aomiuiky — ATN2 He Ginbwe 0,2 % <{,1 -
CynyTHi gomilkm — ATN4, 5 He Binbuue 0,2 % 0,1 -
CynyTHi AoMiwks — ATNT2 He 6inbwe 0,2 % <01 <
CynyTHi fomiwku —ATN13 He Ginbwe 0,2 % <01 -
CynyTHi goMmittikn — ATN14 He Ginbwe 0,2 % = G,1 -
CynyTHi gomilwkn — ATN15 He Ginblwe 0,2 % < 0,1 -
CynyTHi AoMitukd — ATN18 He Binbwe 0,2 % <0,1 -
CynyTHi pomitliw — ATL1 He Ginbuwie 0,2 % < 0,1 -
CynyTHi goMiwkn —ofuHvaHa | He Ginbuwe 0,2 % < 0,1 =
HeigeHTudbikoBaHa AoMilks
CynyTHi AoMilkK — cyma He Binswe 1,0 % 0,1 =
KinekicHuid BMicT 95,G - 105,0 % Bin 3a3HaueHol KiNbKocTi 96,3 -
STOPBACTATUHY
PosunHeHrn atoppacTaTuHy | He MeHwe 75 % (Q) 8if 3a3Ha4eHo! KinbKocTi 6 -100 -
nporarom 30 XBUIvH
MikpoGionorivHa AKicTe — He Ginbwe 1000 KYO B 11 - 12
3aransHa KinbkicTe aepoBHux
MikpoopraHiamis (TAMC)
MikpobGionoriuHa axicTs — He Ginbwe 100 KYC B 11 - *2
3aransHa KinekicTs
APPKAXKOBUX Ta NNiceHeBUX
pubie (TYMC)
MikpoBionoriyHa AxicTe - BigeytHie 11 - *2
Escherichia coli

Mp.* = NpumiTka

“1 He pyTuHHWiA MeTon. BunpoBysaHHs nposoguTsca 4 pas Ha pik.
*2 BUNPOBYRaHHA NPOBOAVTLEA BIANOBIHO f0 nporpamu (onucaxa 8 MKA)

DaHui cepTudiikar aKOCTI Mae @NeKTPOHHWEA nianwc.
CepTudikaT cTBOPEHO BBTOMATUYHO BanigosaHo o KOMITOTERHOI NporpamMote SAP.

Hata gpyky cepTudikaTy: 10.10.2024
Cropikka: 2/2
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