JNEP)KABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

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

BHUCHOBOK
Npo sIKiCTh BBe3eHOro B Y kpainy JikapcbKoro 3acody

29.10.2024 Ne 56923/24/26

ATOPUC®

(HaiiMeHy BaHHs Tikapchkoro 3acoy 3rilio 3 peecTpaitifiHuM NOCBiAUEHHIM)
TabJIeTKH, BKPUTI MIIBKOBOIO 060J10HK0I0, 10 40 Mr; mo 10 TabJerox y Gaicrepi, mo 9

GJiicTepiB y KapTOHHIii Kopooui
((popma BUMYCKy, JO3yBAHHS, BUA NaKyBaHHs AiKapchkoro 3acoby)

Homep pecctpauiiitoro nocsiauenns UA/8671/01/01 crpox aii peectpauiiinoro nocsinuenns HEOOMEKEHH

Cepis nikapcbkoro 3acoby Ne NN4007 KinbkicTh BBE3€6HOrO Jikapcbkoro 3acoby 1240
BupoGHuk KPKA, n.1., Hoso mecro, CrioBeHist
(HailMeHyBaHHs BUPOBHMKA JIKAPCLKOro 3acoby, kpailia noxomienHs)
Baeseo B Ykpainy Cninbne yxpainchko-ecTolchbKe NiANPHEMETBO Y dopmi ToBapHCTBA
3 odmexkenoro Bignosigaasuictio "Onrima-®apm, JIT", izeur. kon:
21642228

(uaiiMeHyBanHs Ta kox 3a €JIPTIOY opuauunol ocobu abo npiseuuLe, iM's, N0 GaThkosi (izuunoi
oco6u - mianpuemus, i Miciie NpoMHBaNs Ta peecTpauiiiiui Homep 06:iKoBOT KAPTKU NuIATHHKA
nonarkis abo cepist Ta HOMEp nacropra)

IpoTokoa Bisyansuoro koutpomo sin 29.10.2024 Ne 3700/14.

3a pe3ynbTaTaMyu NEPIKABHOTO KOHTPOJIIO BCTAaHOBJIEHO, 1O Jikapcekuil 3aci® BBeseno B VYkpainy 3

NOTPHMAHHSM BYMOT 3aKOHOAABCTBA 00 3a6e3MeUeHHs SKOCTi J'liK&pCbl(/uX/'BaCO&B.

{ Muxosna XOJIOILEHKO

(nianuc) (ininianu Ta npissuie)




KPKA, 4. a., Hoso mecto
CEPTUDIKAT AKOCTI YMPABJIIHHS SIKICTIO
Wmap'ewka uecra 6
8501 HoBo mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7TH4865

ATopunc®, TabneTku, BKpUTi NNiBKoBOK 060M0oHKo0, No 40 mr Ne 90
KpaiHa-Bupo6HuK: CnoBeHin

1 TabneTka, BKpUTa NNiBKoBOIO 060NOHKOI, MiCTUTE 40 Mr aTopBacTaTUHY Y BUIMISAI aTopBacTaTUHy Kanbuito
nikapckka dhopma: TabneTku, BKpUTI NNIBKOBOK 0BOSIOHKOH

po3mip i Tun nakysanHs: no 10 Ta6nertok y 6nicTepi; no 9 Gnicrepis y kopobui

Homep cepili: NN4007

[ara supobruuTea: 05.2024 l,ﬂaTa 3aKiHYeHHs TepMiHy npugaTtHocTi: 05.2026

PeecTpauiite noceigueHHa Ne:
UA -UA/8671/01/01

HasBa | agpeca Bupo6HUKa, BiANOBIAANLHOTO 3a BUNYckK cepii: | JlieHsia Ha BUpoGHUUTBO Ne:
KPKA a.a., HoBo mecto 800-13/2018-6

Llimap’ewka wecra 6

Hoso mecTo, 8501, CnoBeHif

Posmip cepii: 12.495 LUT

Lium nigTeepaxyio, WO BUllleHaBeAeHa iHcdopMaLis € AOCTOBIPHOK Ta TOYHOI. JaHa cepis npoaykuii 6yna supobneHa
(BKMIOYAIOYW NaKyBaHHs/MapKyBaHHs) i NpouLUna KOHTPOMb AKOCTI Ha BULLeBKa3aHii OineHUUi B NOBHIN BignosiagHocTi i3
suMoramMn GMP, BCTAHOBEHWMW MICLEBUM DErynsTopHUM OpraHoM, a Takox Yy BignosigHocTi Ao crneuudikauii
peecTpalliiHoi  AokymeHTaUil, 3aTBepmxeHoi B YKpaii Ang  AOCNIAKYBaHOTO nikapcbkoro  3acoby. [potokonu
BUPOBHULTBA, NaKyBaHHs | KOHTPONS AKOCTI NepesipeHi i BianosifaoTs BUMoram GMP.

Cepis BunylLLeHa y BignosigHocTi iz fitodoro Bepciero MK UA/8671/01/01.

Lata Bunycky Ha puHokK: Ocoba, BigrosigansHa 3a sunyck J13 Ha puHok
15.07.2024 AHppes CeHiua
»
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[NaHuii cepTudikaT SKocTi Mae eneKkTPoHHWA nignuc. . [Lara apyky cepTudikaty: 16.10.2024
CepTudikaT CTBOPEHO aBTOMaTUYHO Bafli0BaHOK KOMM'IOTEPHOK NPOrPamoro SAP. CropiHka: 1/2




CEPTUDIKAT AKOCTI

KPKA, 4. a., Hoso MecTo
YNPABNIHHA AKICTHO

imap'ewka wecrta 6
8501 Hoso mecTo
CnoBeHist

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

Kop Ne; 7H4865
ATopuc®, TabneTku, BKpUTi nniskoBoko 060noHKoto, no 40 mr Ne 90
KpaiHa-BupobHUkK: CrnoBeHis
1 TabneTka, BKpUTa NNiBKOBOK 060OSIOHKO, MiCTUTL 40 Mr atopBacTaTUHY Yy BUrNAAI aTopBacTaTuHy Kanbuito
nikapcbka thopma: TabneTku, BKpUTi NNIBKOBOK 060NOHKOO
po3wmip i TN nakyBaHHA: no 10 TabneTok y 6nictepi; no 9 6nictepiB y kopodui
Homep cepii: NN4007
[Hata BupobHuuTBa: 05.2024 |JJ,aTa 3aKiH4YeHHs TepMiHy npuaaTtHocTi: 05.2026
Hassa nokasHukis Cneuundikayis PesynbTati BUunpobysaHb Mp.*
Onuc Bini, kpyrni, Tpoxu BUNyKsi, BKPUTI NNIBKOBOIO Bianosinae -
oBonoHkoto Tabnerku
lneHTudikauis TuTany Po3unH Habysae xoBToro 3abapanexHs Bignosinae “1
aiokcuay
lneHTUdikalis aTopeacTtaTury | Yac yTpuMyBaHHA niky atopsacraTuHy Ha Bianosinae -
-~ BEPX Xpomarorpami posuuHy 3paska (SaS) mae signosigaru
Yyacy YyTPUMYBaHHA Niky aTopsactaTuHy Ha
XpomaTorpami posduHy ctangapty (SS)
laeHTudikalis atopeacratuHy | OCHOBHa NNAMa Ha XpoMaTorpaMi po3yvHy 3paska - *1
- TWX (SaS) mae signosinaTy OCHOBHIA NNAMi Ha
XpomaTtorpami poauuHy craHgapty (SS)
OpHopigHicTk Ao30BaHUX MpuiimansHe Yucno (AV): He binbwe 15,0 1,2 -
0AMKULb — OQHOPIAHICTE
BMICTY aTopBacTaTuHy
CynyTHi AoMilkn — ATN1 He 6inbiie 0,2 % <0, -
CynyTHi goMiwkn — ATN2 He 6inbuwe 0.2 % <01 -
CynyTHi gomiwku — ATN4,5 He Ginbwe 0,2 % 0,1 -
CynyTHi AoMiwku — ATN12 He Ginbwe 0.2 % <01 -
CynyTHi aoMiwku —ATN13 He Ginble 0,2 % <0,1 -
CynyTHi aomiwku — ATN14 He Ginblwe 0,2 % <0,1 -
CynyTHi gomiwku —ATN15 He Ginbwe 0,2 % <0,1 -
CynyTHi gomiwku — ATN16 He Ginbwe 0,2 % 0,1 -
CynyTHi goMiwku — ATL1 He Ginbwe 0,2 % <01 -
CynyTHi Aomilwku — ofMHuuHa | He Ginswe 0,2 % <0,1 -
HeigeHTUdIKkoBaHa foMilLKa
CynyTHi AOMilWKuK — cyma He Ginbwe 1,0 % 0,1 -
3anuiwKoBui MetaHon He Ginbwe 3000 ppm - 1
KinbkicHuit smicT 95,0 - 105,0 % Big 3a3Ha4erol KinbkocTi 1011 -
aropsacTarTury
PoauuteHHs atopsactatury | He MeHwe 75 % (Q) Bia 3asHayeHoi KinbkocTi 98 -100 -
npotarom 30 XBUIWH
MikpoGionorivHa akicTk ~ He 6inbwe 1000 KYOB 11 - *2
3aranbHa Kinbkicte aepobHUX
MikpoopraHiamis (TAMC)
MikpoGionoriuHa sKicTb — He Ginswe 100 KYO 811 - *2
3aranbHa KifbKicTb
APIKIXOBKX Ta NiceHeBux
rpubis (TYMC)
Mikpo6ionoriuHa sikicTb - BincythiB 11 - *2
Escherichia coli

Mp.* = Mpumitka

*1 He pyTuHHUA MeToa. BunpobysaHHsa nposoanTLEs 1 pas Ha pik.
*2 BUNpobyBaHHA NPOBOAUTLCA BIANOBIAHO A0 Nporpamu (onucaHa 8 MKSH)

Danuit cepTudikaT AKOCTI Mae eneKkTpoRHUIA nignuc.
CepTudhikaT CTBOPEHO aBTOMaTUYHO BanifAoBaHOK KOMI I0TepHOto nporpamoto SAP.

Lata apyky ceptucikaty: 16.10.2024
Cropitka: 2/2




JAEPKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Mpo AKICTL BBE3EHOro B YKpaiuHy Jikapcbkoro 3acoly

24.02.2025 Ne 9026/25/26

ATOPUC®

(naiimenyBamiis fikapchkoro 3acofy 3rijHo 3 peecTpaliiHuM MOCRIAUEHHSM)
TabJ/1eTKH, BKPHTI IUIIBKOBOIO 000/10HK0I0, 110 40 Mr, no 10 Tabuerok y GJiicrepi; no 9
OJiicTepiB y kaprouHiii KopoOui
((popma BumycKy, 103yBaHHS, BUA NaKyBaHHS 1iKapcbKoro 3acoby)

Howmep peectpauiiinoro nocsiguenns UA/8671/01/01 crpok aii peectpauiiinoro nocsiauenns HeoOMeKeH T
Cepis nikapcbkoro 3acoby Ne NN4985 KinbkicTb BBeseHoro nikapcbkoro 3acody 140

Bupo6Huk KPKA, n.1., HoBo mecro, CrnogeHis
(naltmMeHyBaiis BUPOGHHKa Jikapehkoro 3acofy, KpaiHa MOXOIKEHHS)

Crinbre ykpaincbko-ecroncske mignpuemerso y ¢popmi Toapucrsa
BaeseHo B Ykpainy 3 o6mexenoro Binnosinansuicrio "Onrtima-®apm, JIT", inenr. xon:

21642228

(naitmenysanns Ta xoa 3a €JIPTIOY topuananoi ocobu abo npissuiue, im's, 1o 6aTbkoBi (iznunoi

0co6u - nignpuemu, Ti Micue npoxuBanus Ta peecTpauiiumit nomep oGnikoBo KapTKH MiaTHUKa
noxarkis abo cepis Ta Homep nacropra)

TpoTokon BisyansHoro kourpomo sin 24.02.2025 Ne 437/01.10-25/9.

3a  pesynbTaTamu  [JePKABHOTO KOHTPOMIO BCTAHOBMEHO,  LUO nmikapcbkuil - 3aci6 BBeseno B Vkpainy 3
be
AOTPHMAHHAM BUMOT 3aK0HOABCTRA W00 3a6e3neueH s SKOCTi HkapeekuX 3acobis.

A
“r,

Hauanbuuk - Muxosna XOJIOJAEHKO

(inivianu Ta npissuue)

(nocazona oco6a opray AEpaBHOrG KOHTPOIO) (miamnuc)

-MLIL



KPKA, a. a., Hoso mecto

CEPTUDIKAT AKOCTI YIIPABIHHSA AKICTIO
WWimap'ewwka Lecta 6
8501 Hoso mecTo
CnoseHis

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

Kopn Ne: 7H4865

Atopuc®, TabneTku, BKpUTi nniskosoto o6oroHkoto, No 40 mr Ne 90

KkpaiHa-BupoGHUK: CrioBeHis

1 rabneTka, BKpUTa NNiBKOBOI 0GONCHKOK, MicTUTL 40 Mr aTopBacTaTUHY Y BUrNaAi aropBacTaTuUHy Kanbuito
nikapceka cdhopMa: TabneTku, BKpUT NNiBKOBOI 060M0HKO0

poamip i TMN nakysaHHs: no 10 TabneTok y GnicTepi; no 9 6nicrepis y Kopobui

Homep cepii: NN4985

[lara supobHuurea:; 08.2024 lﬂaTa aaKiHYeHHs TepMiy npugartrocTi: 08.2026

PeecTtpauiiite nocsigueHHs Ne:
UA -UA/8671/01/01

HasBsa i anpeca BupobHyika, BiANOBIAanbHOro 3a Bunyck cepii: | fNiyeHsia Ha supoBHuLTBO Ne:
KPKA n.a., HoBo mecto 800-13/2018-6

Lmap’ewka necra 6

Hoso MmecTo, 8501, CnoBeHis

Poamip cepii: 6.960 LUT

LM nigTeepaxyo, Wo BulleHaBeaeHa iHchopmalis € AOCTOBIPHOIO Ta TOHHO. DNana cepist npoaykuii 6yna supobneHa
(BKNIOYaKOYM NakKyBaHHA/MapKyBaHHA) | NPoWLLNa KOHTPOIb SKOCTI Ha BULLIEBKa3aHIN 4iNbHULI B MOBHI BIANOBIAHOCTI i3

BUMoramu GMP, BCTAHOBMNEHWMU MICLLEBUM PEryIATOPHUM OpraHoM, a Takox Y BignoBigHocTi go cneuudikauil
peecTpauiiiHoi  foKyMeHTaUii, 3aTBep/KeHoi B Ykpaidi ans  [ocnifpkyBaHOro  Mikapckkoro 3acoby. [lpoTtokonu

BUPOBHWULITBA, NaKyBaHHS | KOHTPONS SKOCTI NepesipeHi i BIANOBIAAITL BUMOraMm GMP.

Cepis BuNyLLeHa y BignosigHocTi i3 ailodoto Bepcieto MKA UA/8671/01/01.

[laTa sunycKy Ha PUHOK! Ocoba, signosinansHa aa sunyck [13 Ha pUHOK
10.10.2024 Hina Kipap
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[aHuit cepTudikat AKOCTi Mae enekTPOHHUIA nianue. /
CepTudikaT CTBOPEHO aBTOMaTUUHO BaniA0BaHOI0 KOMN'IOTEPHOI NPOrPamoio SAP. Cropivka: 1/2

[laTa apyxy ceptudikaty: 06.02.2025




CEPTUDIKAT AKOCTI

IKRIKIA\

KPKA, a. a., HoBo mecTo
YMPABJTIHHA AKICTHO
Limap'eulka uecra 6
8501 Hoso mecTo
CnoseHis

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

Kop Ne: 7H4865
Atopuc®, TabneTku, BKpUTi NNiBKOBOK 060noHkKoto, no 40 mr Ne 90
KpaiHa-BupoGHUuK: CrioseHin
1 TabrieTka, BKPUTa NNIBKOBOIO 060NOHKO, MICTUTL 40 Mr aTopBacTaTUHY Yy BUINAAi aTopBacTaTUHy KanbLilo
nikapcbka chopma: TabneTku, BKpUTI NNIBKOBOK 060MOHKO
po3mip i TMN nakyBaHHs: no 10 TaéneTok y Gnicrepi; no 9 GnicTepis y kopobui
Homep cepii: NN4985
[aTa BupobhuuyTea: 08.2024 I,D,a'ra 3aKiHYeHHs TepMiHy npuaaTtHocTi: 08.2026
HasBsa nokasHukie Cneuudikauis PeaynbTati BUnpobysaHb Mp.”
Onuec Bini, Kpyrsti, TPOXW BUNYKNi, BKPUTI NNIBKOBOLO Bignosigae -
ofonoHkoto TabneTku
lneHTUdikauia TuTaHy Po3uuH Habysae )oBTOro 3abapsneHHs Bignoeigae *1
niokcuay
laeHTUGiKalis aTopBacTaTUHy | Yac yTpuMyBeaHHs Miky aTopBacTaTuHy Ha Bignosinae -
-BEPX xpomarorpami po3uury 3paska (SaS) mae signosinatu
Yacy yTpuUMyBaHHA Niky atopsacTaTuHy Ha
xpomaTorpami po3uuHy ctasgapTty (SS)
laeHTUdikauis aTopsacTaTiHy | OCHOBHA MIIsiMa Ha XpoMaTorpami posuuHy apaska - %
-~ TWX (SaS) mae BignoBiAaTU OCHOBHIW NNsMi Ha
XpoMaTorpami po3unHy craHaapTy (SS)
OnHopiAHICTE 4030BAHUX MpuimansHe vucno (AV): He Ginswe 15,0 2,1 A
OUHULb ~ OAHOPIAHICTL
BMiCTY aTopBacTaTuHy
CynyTHi gomiwiun — ATN1 He dinewe 0,2 % < 0,05 -
CynyTHi gomiluky — ATN2 He Ginblwe 0,2 % <0,05 =
CynyTHi gomiwku — ATN4,5 He 6inswe 0,2 % 0,05 -
CynyTHi goMiwku — ATN12 He 6Ginbwe 0,2 % < 0,05 -
CynyTHi gomiwikn —ATN13 He 6Ginbwe 0,2 % <0.05 -
CynyTHi gomiwkn — ATN14 He 6inbwe 0,2 % < 0,05 -
CynyTHi aomiwku ~ ATN15 He Ginbwe 0,2 % < 0,05 -
CynyTHi gomiwku — ATN16 He Binbwe 0,2 % < 0,05 =
CynyTHi goMiuiku — ATL1 He 6inblwe 0,2 % 0,05 -
CynyTHi foMilku — oAukuyHa | He 6inbwe 0,2 % <0,05 &
HeifleHTUdiKoBaHa AoMilKa
CynyTHi AOMILLKK — CcyMa He 6insbtue 1,0 % 0,1 -
3anuiKoBUA MeTaHon He 6inbwe 3000 ppm - *1
KinbkicHWi BMiCT 95,0 - 105,0 % Big 3a3HaveHol KinbkocTi 1004 E
aropBacTarTudy
PoauuHeHHs atopsacTaTuHy | He meHwe 75 % (Q) Bia 3a3HaueHol KinbkocTi 97 -98 -
npotarom 30 xBUNuH
MikpoBionoriuna aKicTt — He 6Ginbe 1000 KYO B 1 1 - 2
3aranbHa KinbkicTb aepobHNUX
MikpoopraHiamie (TAMC)
MikpoBionoriuHa siKicTb — He 6inbwe 100 KYO B 1 r - *2
3aranbHa KifibKicTs
[PIKAKOBUX Ta NIliceHeBUX
rpubis (TYMC)
MikpobionoriyHa axicTs - BigcytHiB 11 - *2
Escherichia coli

Mp.* = Mpumitka

*1 He pyTuHHWI MeTop. BunpoByeaHHs nposoauTsLes 1 pas Ha pik.
*2 BUNPoByBaHHA NPOBOAUTECA BIAMOBIAHO A0 NporpamMu (onucana e MKA)

[anuit cepTudikaT AKOCTi Mae enekTpoHHWIA nianuc.
CepTudikaT cTBOPEHO aBTOMaTHAUHO BaNif0BAHO KOMI'HOTEPHOK APOrpaMoto SAP.

[laTa apyky cepTtudikaty: 06.02.2025
CropiHka: 2/2
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