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

npoB. Hanit Ceitnmunof. 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €APIIOY 37079055

BUCHOBOK

PO sIKiCTh BBE3eHOro B YKpainy JikapcbKoro 3acody

27.12.2024 Ne 71092/24/26

INIPEHECA®

{HAFAMEHYBAHHS JIKAPEEKOTO 3aC00Y 3riIHO 3 peecTPALiFIHINM TOCRIIMCHHSN )
TabaeTku no 4 mr, no 10 Tadjeror y 6uicrepi; no 3 dJicrepu B KApToHHil KOpoOi

((hopMaA BHILYCKY, AO3YBaANIIs, BHAL NIAKY BN TIKAPCLKOTO 3ac00y)
Homep peectpauiiinoro nocsiauenns UA/5145/01/02 crpok aii peectpauiiinoro nocsiatenns HCOOMEHCHU I
Cepis nikapcekoro 3aco0y Ne NNS808 KinabkicTh BreseHoro nikapeskoro sacody [080

BupoGHuk KPKA. ii.1.. Hoo mecto, ClioBeH1s

(HafMeHyBanis BUpOOIHKL JIKAPCLKOI0 3000y, Kpalia MoXoKCHHA)

BeescHo B Ykpaihy ChiibHe yRPATHCLKO-€CTONChKE MIANPHEMCTBO Y (hopMi TOBAPHCTBA
3 oOMe:keHo0 BignoBinaasHictio "Onrtima-®apm, JIT/T", ineut. xon:

21642228

(nafimenysanns Ta kod sa CAPIHOY 1opiananol ocodn ado npissuile, im's, no 0arbkosi (HizuHHOI
0COOI = MIANPHEMIL. T1 MiCIEe NPOKRHBAHHS T4 PECCTPALITIHI HOMEP O0XIIKOBOT KAPTKH I1aTHHKA
noAaTkiB abo cepis Ta HOMED Nacnopia)

[potokon Bisyaabnoro koutposio sin 27.12.2024 Ne 4465/37.

3ﬂ pe3yn bTaTamMH ﬂCp}KﬂB]iUI'O KUHTPO.-’HU BCTAHOBJICHO, 1O nimpcmcuﬁ 33Ciﬁ BBE3€HO BB Yh'pu'l'uy 3
AOTPHMAHHSIM BHMOT 3aKOHOAABCTEA 11010 3a0e3MeUeH s AKOCT .'IEI{EIpCbI{I))'(,"S‘dCO(SiI'i.
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(£9 IKRKA

KPKA, a. a., Hoso megTto

YIPABNIHHA AKICTHO
CEPTUDIKAT AKOCTI s

8501 Hoeo mecio

Cnosexia

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kon Ne: TH6283

MpeHeca®, Tabnetkm no 4 mr Ne 30

KpaiHa-BupoGHuK: CrioeeHis

1 TabneTka MiCTUTL 4 Mr nepuHAONPURY Y BUIMSAAI coni TepT-6yTunamidy

nikapcbka hopMa; TabneTkn

posmip | TWn nakysaHHs: no 10 TabneTox B GnicTepi; no 3 Grictepy y kapToHHiii kKopobLi

Homep cepii: NN5808

fata BupoBHuUTRE: 09,2024 lﬂ,aTa 3aKiH4eHHA Tepminy npuaaTHocri: 09.2027

PeecTpauiitHe noceigyeHHs No;
UA - UA/5145/01/02

Hasgea i anpeca BupobHuka, eianoeinansHoro sa sunyck cepii: | Jliuensia Ha BupoOHuLTEC Neo!
KPKA p.a., Hoso mecto 800-16/2024-4

Imap'ewxa uecta 6

Hoeo mecro, 8501, Cnogenin

Poamip cepil: 9.894 LT

Lum nigteepmiyto, Wo BuLieHaBeaeHa iHopMaLis € AoCTOBIpHO Ta TouHoMW0. [laHa cepin npoaykuii 6yna supobneHa
(Binioualou nakysaHHA/MapKyBaHHA) | NPOMLLTA KOHTPOML AKOCTI HA BULLEBKA3AHIA AiNbHULI B NORHI BignosigHocTi i3
BUMOTamMu GMP, BCTEHOBNEHWMM MICLEBUMM PpEIYNATOPHUM OpraHoM, a TaKoK y BignoeigHocTi [o cneuvdikauii
peecTpalfiiiol nokymenTauii, saTeepmxeHoi B Ykpainl gns  [OCNIZKYBAHOMG MiKapChKOro 3acoby. [lpoTokonu
BUpOBHMLTBA, NakyBaHHA | KOHTPONA AKOCTI NepesipeHi i BionosinawTs BUMoram GMP.

Cepia BunyLueHa y BignosigHocTi ia piloyolo Bepcieto MKA UA/5145/01/02.

[laTa Bunycky Ha pUHOK: Ccoba, sinnosinansHa 3a sunyck N13 Ha puHoK
15.11.2024 Hina Kipap

i

Aauuin ceprrdikar AKOGTI Mae eNeKTPOHHWG NignvG. Hava npyky cepmudbikaty: 11,12,2024
CepruchikaT cTEOPEHO aBTOMATHYHO BANILOBAHTIC KOMI'IOTEPHOIO NPOrpaMolo SAP. CrapiHka; 1/2
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CEPTUDIKAT AKOCTI

(74 KRKM

KPKA, g. 4., Hoso mMecTo
YNPABNIHHA AKICTIO
map'ewka uecta 6
8501 Hoso mecTo
Cnosenis

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

Kon Ne: 7H6283
fMpeHeca®, Tabnetkw no 4 mr Ne 30
KpaiHa-BupoGHuK: Cnoeenis
1 Tabnetka MicTUTL 4 M MepuHZONPUNY Y BUrnsai coni vepr-6yTunaminy
nikapcbka dopma: TabneTku
pozmip | TMn nakysaHHa: no 10 TabneTtok B 6nicTepi; no 3 BAicTepy y KAPTOHHII KOpo6Li
Homep cepii: NN5808
Hara sBpo6Huyrea: 09,2024 |,D,a'ra 3aKiHYeHHs! TepPMIRY NpuaaTHocTi: 09.2027
Ha3aea nokasHukis Cneyudikauin Peaynsrary BMnpoGysaHs Mp.*
Onuec Bin 6inoro go malixe Ginoro konkopy osanbHi, TPOXM Binnoeinae -
RBOONyKNi TabneTry, 3i CKOWEHMMY KpanAMK Ta
Haci4Koo 3 ogHoro Boky
OquopigHicTs Macu 29/30: mix 85 % 12 115 % - *1
noAineHux TaéneTok 0/30: meHwe 75 % 1a Ginbwe 125 %
OnHOpInHICTE AO30BAHKMX MNpuiimanbne yucno (AV): He Ginbwe 15,0 4.3 -
0AWHWLL - ORHOPIgHICTL
BMiCTY NepuHAoNpUnyY
epbyMiny
CynpoelgHi gomiwk - He Binswe 0,2 % <=0,10 -
| fomitka F {grkeToninepasiy)
Gynposiaxi goMiwky - He Ginblwe 0,3 % <= 0,10 -
Domiuwka B {nepuraonpunat)
CynposiaHi gomilky - IHwi He Ginblwe 0,2 % <=0,10 -
OpMHMYHI
Cynpoelaui pomiuwikn - Cyma | He 6inbwe 1 % <=0,10 -
InexTUdpiKauis nepuHgonpuiy | Yac yTpUMYBEHHA iKY NepyHaoNUNY Ha Binnosigae -
epbymiHy — BEPX XpoMaTorpami poaquHy apaaka (SaS) Mae eignoeigati
yacy YTPUMYBaHHRA Riky NepUuHAoNpUNY Ha
XpoMaTorpami poadnny craHaapTy (SS)
IneHTMdikauia nepukponpuny | MnaMa Ha xpomarorpami poaukHy apaska (SaS) mae - "1
epoymiy - TLUX Bignosinati npninkaHo aHadenHio Rf Ta sabapaneHuio
NAAMi Ha XpomaTtorpami poguvHy crangapTy {SS)
KinbKichuis Bmict 95 - 105 % Bin 3a3HaueHo] KinbKoCT 101 =
nepuHacnpuay epoyMiky
PasunHeHHa nepuHponpuny | He meHwe 75 % (Q) sig sa3HaqeHol KinbkocTi 96 -104 -
epbymiHy npoTaroM 20 XernuH
MikpoBionoriyHa sKicTs — He Ginsiue 1000 KYO s i1 - 2
3araneHa KinbkicTs aspofHux
| MikpoopraHiamis (TAMC}
MikpobionariyHa sKicTb —~ He Ginbwe 100 KYO e 11 - 32
3aranbHa KinekicTk
ORPKAKOBNK Ta NniceHasnx
rpubis {TYMC}
Mikpobionoriuna akicts - BigcytHis 11 - *2
Escherichia coli

Mp.* = NpumiTka

*1 He pyrunnwii Mmavon. BunpoByparHa NpoBoavTLECA 1 paa Ha pik.
*2 unpoBysanHA NpoBOANTECA BiANOBINHO Ao nporpamy {onucaHa B MKF)

HaHun ceptudikat AXOCTi MAg BNEKTPOHHUA Nignvc.
CepTydikar CTBOPEHO aBTOMATHHHO BAMNIGOBAHOIO KOMA'IOTEHOI0 NPOTpamMoto SAP,

Hara ppyxy ceptuddikary: 11.12,2024
Cropixxa: 2/2




AEPKABHA CJIYKXBA 3 JIIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KNEBI

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

BUCHOBOK
Mpo SIKiCTh BBE3€HOro B Y KpaiHy JlikapcbKkoro 3acofy

05.03.2025 Ne 10978/25/26

IMPEHECA®

(I-lﬂﬁMcuyBalvlll)]‘ﬂiKapCbKOI‘O 3ac06y 3riiHO 3 peECTPALINM TOCBIIYEHHAM )
TabseTn 10 4 mr, 1o 10 Taduerok y Gaicrepi; no 3 6aicrepu B KapToHHiii KopoOui

(popma BuIycKy, 103yBaHHS, BUI naKyBaHHs Jikapcbkoro 3acoly)

Homep peectpauiitnoro nocsinuenns UA/5145/01/02 crpox aii peecrpauiiinoro nocsizuenns 01.01.2099

Cepis sikapcbkoro 3aco6y Ne NN7106 KinbkicTs BBE3eHOTO Jikapchkoro 3acoby 2640
Bupo6Hiu "KPKA, n.1., Hoso Mecto, Croseuist
(nadimeirysanna BupoGHHmKa nikapcLkoro 3acoby, KpaiHa MOXOMmKEHHS)
Beeseno B Yipainy Cniabne ykpaiHchbKo-ecTOHChLKE NiIpUeEMCTBo y (opMi TOBAPHCTBA
3 oGmeskenoro Binnoigansrictio "Ontiva-®apm, JITI", inenr. ko
21642228

(naiimenysannsg Ta kox 3a €JIPTIOY iopuanunof 0cobu abo npizsuuie, iM's, o 6aTHKOBI (iznunot
ocolu - nianpuemus, ii MicLe NpoxuBaing Ta peecrpauinnmii Homep 004ikOBOI KapTKW NiaTHUKa
nonatkis aGo cepis Ta HOMEp nacriopra)

Ipotokon Bisyansnoro koutpoaio sin 05.03.2025 N 607/01.10-25/7.

3a pe3ynbTaTaMM  epXKABHOTO KOHTPOJIIO  BCTAHOBNEHO, WO JikapchkjM 3aci6 BBezeHo B Vkpainy 3
AOTPUMAHHSAM BUMOT 3aKOHOLABCTBA LOAO 3a6e3MeUeHHS SKOCTI ﬂi/CbKMX 3acobis.

Hauansuni Muxkona XOJIOZEHKO

poo) (minnwuc) (iniuianu ta npizsuuie)

(nocan



KPKA, a. a., Hoso Mecta
YAPABFIHHSA AKICTIO
CEPTUDIKAT AKOCTI o s 6
8501 Hoso mecTo
Cnosexia
Ten.: +386 7 3312 111
Eqn, nowra; info@krka.biz

Kopg Ne: 7H6283

Mpexeca®, TabneTku No 4 Mr Ne 30

KpaiHa-BUpOGHUK: CrnoBeHis

1 TaBneTka MICTMTL 4 Mr nepuHaonpuny y eurnsai coni Tepr-6yTUunaminy

nikapcbka chopma: TabneTkm

po3Mip i TUN NakyBaHHA: NO 10 TabneTok B 6nicTepi; no 3 6nictepu y KapTOHHIV kopo6ui

Homep cepii: NN7106

[ata supoBHuuTsa: 09.2024 lnaTa 3aKiHYEHHst TEpPMiHY npuaaTHocTi: 09.2027
PeecTpauiiiHe noceigyeHHs Ne:

UA - UA/5145/01/02

Hasga | agpeca BupoBHUKa, BIANOBIAANEHOTO 3@ BUANYCK cepii: | NiueHsis Ha BUPOBHULITBO Ne:
KPKA a.a., Hoso mecTo 800-16/2024-4

ILimap’ewka uecra 6

Hoso mecTo, 8501, CnoseHia

Posmip cepii: 9.960 WT

LM nigTeepaxyio, Wo BuUlLieHaBeleHa iHchopmallist € AOCTOBIPHOIO Ta TOYHOLO. [Nana cepis npoaykuii Gyna BupobneHa
(BKMIOHAKOHN naKyBaHHs/MapKyBaHHa) i NpoiLLna KOHTPOnk AKOCTI Ha BULLIEBKa3aHii AinbHUUI B NOBHIN BiANOBIAHOCTI i3
Bumoramy GMP, BCTEHOBFEHVMU MICUEBUM PEryNATOPHUM OpraHoM, a Takox Yy BignosigHocTi A0 cneumdpikauyi
peecTpaliiitol JOKyMeHTaLlil, 3aTBEPAXEHO! B Ykpaiti ANf  AOCNiAXYBaHOTO nikapcekoro  3acoby. [lpoTokonu
BUPOBHULITEA, NAKYBAHHS | KOHTPONSA aKocTi nepesipeHi | BiANOBIAaloTe BUMOram GMP.

Cepis Bunyuienay BiANOBILHOCTI i3 AilO40I0 BEPCIEHD MK$S UA/5145/01/02.

[laTa BUnycKy Ha PUHOK! OcoBa, sianosiaaribha 3a sunyck /13 Ha pUHOK
28.01.2025 Hina Kipap
y
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[lanwin cepTudikaT akocTi mae eneKTPOHHUIA Nignuc. fara apyky cepTuchikary: 19.02.2025
CeptudikaT CTBOPEHO aBTOMATNYHO Barnia08aHoI0 KOMM'IOTEPHOIO NPOTPaMOIo SAP. CropiHka: 1/2




CEPTUDIKAT AKOCTI

(24 KRIKA

KPKA, a. 4., Hoso mecro
YNPABNIHHA AKICTIO
Lmap'euka yecra 6
8501 Hoso mecto
Cnosetia

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

Kog Ne: 7H6283
Npexeca®, Tabnetiu no 4 mr Ne 30
kpaiHa-Bupo6Huk: CnoseHis
1 1abnerxa micTUTL 4 Mr NnepuHaONpUNY y BUrNSAi coni Tepr-GyTunaminy
nikapcwka thopma: TabnerTku
PO3Mip i TN nakyBaHHA: no 10 TabneTok B Snicrepi; no 3 Gnictepy y kapToHHii Kopobui
Homep cepii: NN7106
Hata Bupobruurea: 09.2024 l,ClaTa 3aKiHYeHHs TEPMiHY npuaaTHoCTi: 09.2027
Hasea nokasHukis Cneymdikauis Pesynbrarty aunpobysans MNp.*
Onuc Big 6inoro go manxe Ginoro KOMbOPY OBaNbHKI, TPoXU Bignosigae -
Asoonykni TabneTku, 3i CKOWEHUMU Kpasmu Ta
HAaCIYKOI0 3 0AHOro Boky
OpHopigHicTs macu 29/30: Mix 85 % ta 115 % - 1
noginexux Tabnetok 0/30: menwe 75 % 1a 6inbwe 125 %
QOaHopiakicTs 4030BaHUX MpuiimansHe wucno (AV): He Ginbwe 15,0 6,0 -
OAVHULD - OAHOPIAHICTS
BMICTY nepuHaonpuny
epByMiHy
CynposigHi gomiwkm - He Ginbwe 0,2 % <=0,10 -
Homiwka F (aukeroninepasun)
CynposigHi AoMiLKK - He Ginbwe 0,3 % <=0,10 -
HQomiwka B (nepungonpunar)
CynposigHi AOMILLKY - [Hui He Ginbwe 0,2 % <=0,10 -
OANHUYHI
CynposigHi gomiwku - Cyma | He Ginbwe 1 % <= 0,10 -
IaeHTUdikauis nepurgonpuny |Yac YTPUMYBaHHS Niky nepuHaoNpuny Ha Binnosigae -
epbymiHy ~ BEPX Xpomarorpami poaunHy 3paska (SaS) mae signosigary
Hacy yTpuMyBaHHs niky NepuHaonpuny Ha
Xpomarorpami posuuHy crangapty (SS)
laexTudbikauis nepungonpuny |Mnama va Xpomarorpami po3uuHy 3paska (SaS) mae - *1
epBymiHy - TLUX 8iANoBIAATU NPUBIN3HO 3HaYeHHIo Rf Ta 3abapeneHnio
NAAMI HA XPOMATOrPaMi PO3YMHY CTaHAapTy (SS)
Kinbkickuit smicr 95 - 105 % 8ig 3a3HAYEHOT KINLKOCTI 99 -
nepvuxaonpuny epbymivy
PoaunHeHHs nepumgonpuny | He mewwe 75 % (Q) Bia 3a3HaueHO! KinbkoCT] 99 -103 -
epByminy npotaromM 20 xennuH
MikpoBionorivyHa siKicTh — He Ginble 1000 KYO B 11 - 2
3arankha KinskicTs aepoBHux
mikpoopraniamis (TAMC)
MixpobBionoriuna akicte — He Gincwe 100 KYO s 1 - 2
BaranbHa KinbKicTs
APKAXOBUX Ta NRiCEHeBUX
rpubis (TYMC)
MikpoBionorivHa sikicTb - BigeytHis 1 ¢ - 2
Escherichia coli

Mp.* = Mpumitka

*1 He pyTuhHwit MeToa. BunpoByeanHs NPOBOAWTLCA 1 pa3 Ha pik.
*2 BUNPOBYBaHHS NPOBOAUTLCA BIANOBIAHO A0 NPOrpamu (onucava s MKS)

Danui ceprucixar sixocti Mae EMEeKTPOHHWI nignuc.
CepTudhikat CTBOpeHO aBTOMATUYHO BaNIZ0BAHOK0 KOMN'IOTEPHOIO NpOorpamMoio SAP.

fara apyky cepruchikaty: 19.02.2025
CropiHka: 2/2
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