AEPKABHA CJVKBA 3 JIKAPCHKHX 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 sIKiCTb BBE3€HOI0 B YKpaiHy JIIKapcbKOro 3acody

08.10.2024 Ne 52393/24/26

POKCEPA®
(naiiMeHyBaHHS JIIKAPCHKOTO 3aC00y 3TiZHO 3 pEECTpalliffHUM NOCBiJUEHHSM)
Ta0JIeTKH, BKPUTI IIIBKOBOIO 000J10HK010, 110 30 Mr, mo 10 Tadaerox y Oicrepi; mo 9
OJricTepiB y KapToHHil Kopooui
(dopma Bumnycky, 103yBaHHS, BUJ aKyBaHHS JIiKapCbKOro 3aco0y)

Howmep peecrpauiiinoro nocsinuenns UA/11743/01/06 crpoxk aii peectpauiitroro nocsiguents HEOOMEKECHHUN
Cepis nikapcbkoro 3aco6y Ne DE1011 KinbkicTe BBe3€HOIO Jikapchbkoro 3acoby 630

Bupo6Huk KPKA, n.1., HoBo mecro, CrroBeHist
(HaiiMeHyBaHHsA BUPOOHHUKA JIIKAPCHKOrO 3ac00y, KpaiHa MOXOKEHH)

CrhinbHe ykpaiHChbKO0-€CTOHChKE NANPUEMCTBO Y (hopMi TOBapuCTB2
BseseHo B Vkpainy 3 o0MexxeHO BignoBiganpHicTIo ""OnriMma-®apm, JITA", izent. kon:
21642228

(nalimenyBanHs Ta koz 3a €IPIIOY ropunuuHoi ocobu abo npissuiue, iM's, o 6aTbkoBi QisuuHOT
ocobu - nignpuemi, 1 Micue npoXxuBaHHsA Ta peecTpauiiiHuit Homep 00iKOBOT KapTKH MIIaTHHKA
nojarkis abo cepis Ta HOMep Iacropra)

Tporokon BisyansHoro koutposio ix 08.10.2024 Ne 3386/35.

3a pesynbTaraMi JEpKABHOMO KOHTPOJIO BCTAHOBJEHO, IO JliKapchbkuii 3aci® BBeseHO B VYkpaiHy 3

JAOTPUMAHHSAM BUMOT 3aKOHOJABCTBA LIOA0 320€3NE4YEHHS AKOCTI nikayx ix 3aco0iB.

Muxona XOJIOAEHKO

(mianuc) (iniuianu Ta npi3BuLE)




KPKA, a. 4., Hoso mecTo

CEPTUDIKAT AKOCTI YNIPABIHHA AKICTIO
Wmap'ewwka yecra 6
8501 Hoso mecTo
CnoseHis

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

Kog Ne: 7H2936

Pokcepa®, TabneTku, BKpUTI NNiBKOBOK 060M0HKOM, Mo 30 Mr Ne 90

KpaiHa-BupobHuk: CrioBeHin

1 Tabnetka, BkpuTa nNniBKoBolo 060N0HKOK, MicTUTb 30 Mr po3yBacTaTUHy (Y BUrNAAi Kanbuiro po3yBacTaTuHy)
nikapcbka popma: TabneTku, BKpUTI NiBKOBOH 06ONTOHKOK

po3wmip i TN nakysaHHs: no 10 TaGneTok y 6nicrepi; no 9 6nicrepisB y KAPTOHHIN Kopobui

Homep cepii: DE1011

[aTa BupobHuuTBa: 04.2024 [D.aTa 3aKiH4YeHHs TepMiHy nNpuaaTtHocTi: 04.2027

PeecTpatiinHe noceigueHHs Ne:
UA - UA/11743/01/06

HasBa i afgpeca BupobHuka, BignosigansHoro 3a Bunyck cepil: |JlileHsia Ha Bupo6HMUTBO Ne:
KPKA p.a., HoBo mecto 800-13/2018-6

Wmap’ewka yecra 6

HoBo mecro, 8501, CnioseHin

Po3mip cepii: 7.842 WUT

Lum nigTeepaxyto, Wo BulieHaBedeHa iHhopmMalis € JoCToBipHOW Ta TouHowo. OaHa cepis npoaykuii 6yna supobneHa
(BKNIOYaKOYN NakyBaHHA/MapKyBaHHS) i NPOMLLINA KOHTPOMb AKOCTI Ha BULLEBKAa3aHil OiNnbHULI B NOBHIKM BianosigHOCTI i3
BuMorami GMP, BCTaHOBNEHUMK MICLEBUM perynsTOpHUM OpraHoM, a TakoX Yy BignosigHocTi 4o chneuudikayii
peecTpaliiiHol  JokymeHTali, 3aTBepaxeHol B YKkpaiHi ans gocnigkyeaHoro fikapcbkoro 3acofy. FpoTokonu
BUPOBHULITBA, NaKyBaHHs i KOHTPOMNS AKOCTI NepesipeHi i BianosigatoTe BuMoram GMP.

Cepist sunytieHa y BignosigHocTi i3 gitovoto Bepcieto MKA UA/11743/01/06.

[aTa sunycky Ha puHok: Ocoba, BignosigansHa 3a sunyck J13 Ha puHoK
19.06.2024 Tansa QpHoBsLiek
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DaHuii cepTudikaT SKoCTi Mae enekTpoHHWUIA nignuc. Hara gpyky ceprucpikarty: 19.09.2024
CepTudikaT cTBOpPEHO aBTOMaTU4HO BanigoBaHOK KOMMN'IOTepHO nporpamoto SAP, Cropixka: 1/2




CEPTU®IKAT AKOCTI

IKRKMA

KPKA, a. a., HoBo mecto
YNPABMIHHA AKICTHO
LLimap'eika uecta 6
8501 Hoso mecTo
CnogeHis

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

Kop Ne: 7H2936
Pokcepa®, TabneTku, BKPUTi NNiBKOBOO o6orioHKoo, no 30 mr Ne 90
KpaiHa-BUpOGHUK: CnogeHisn
1 TabneTka, BKpUTa NiBKoBOK 060MNOHKOI0, MicTuTb 30 Mr poayBacTaTuHy (Y BUINAAI KanbLilo po3yBacTaTUHY)
nikapcbka popma: Tabnertkm, BKPUTi NNiBKOBOIO OGONOHKOH
po3Mip | TUR NakyBaHHA: Mo 10 TabneTok y 6nictepi; no 9 6nicTepis Yy KAPTOHHIN Kxopobui
Homep cepii: DE1011
[ata supo6HuuTEa: 04.2024 lﬂaTa aaKiHYeHHs1 TEPMiHY NpUaaTHOCTI: 04.2027
Haaga nNoKasHuKis Crieumdikauis Pesynbraty BUunpobysaHb Mp.*
Onuc TaBneTku BINoro KosLopy, ABOONYKII, BKPWTI Bignosigae -
[iniskoBo OBOMOHKOI, Y (POPMI Kancysn 3 Hacivkoto 3
obox Gokis
lneHTUdiKauis posysacTaTuHy Yac yTpuMyBsaHHa niky poaysactaTuHy Ha Bianosigae -
—-BEPX XpomaTorpami posunHy apaska (SaS) mae signosinati
yacy yTpPUMYBaHHA Niky pO3yBacTaTuHy Ha
xpoMatorpami posuvHy cTaHAapTy (SS)
|aeHTUiKauia posyBacTaTuHy Mnsma Ha XpoMmaTorpami po3unHy 3paska (SaS) mae - *
—~TWX BIANOBILATU 38 3HAYEHHAM Rf Ta KONLOPOM MNAMI Ha
XpoMaTorpami po3unHy cTaHaapTy (SS)
|neHTudikauia TiO: Po3uuH y Turni Habysae XoBToro 3abapBneHHs - *1
OpHopigHicTs A030BAHAX 3HaueHHs NPUItManNeLHOro Yicna (AV) cknapae He 1,7 -
OAUHNLE — OAHOPIAHICTL 6inbwe 15,0
BMiCTY posyBacTaTUHy
CynyTHi AoMiLUKK — AOMiLLKa He GinbLe 0,8 % <= 0,10 -
TP13
CynyTHi AomiLukn —pomiwka | He Ginbwe 0,3 % <= 0,10 &
RSL
CynyTHI LOMiLLKK — iHLL He 6inslie 0,2 % <= 0,10 -
OAUHUYHI
CynyTHi fomiluky — 3aransHa | He Ginbwe 1,0 % <=0,10 -
KiNbKiCTb
3anULWIKOBI PO3YUHHUKL — He 6inbwe 5000 ppm 857 -
isonponinosuii cnupT
3anuikosi po3UUHHUKN — He 6insite 5000 ppm <= 500 -
aleToH
KinbKicHUIA BMICT 95,0 - 105,0 % BiQ 3a3HaveHol KinbKoCTi 98,9 -
poaysacTaTuHy
PosunHeHHs posyBacTatuHy | Yepes 45 XBUANMH MaE PO3YNHUTUCS HE MEHLLE 75 % 100 -102 -
(Q) Bifl 3a3Ha4eHol KiNbKOCTI
MikpoBionoridHa aKicTb — He 6Ginsbwe 1000 KYO B 1T <10 2
3aranbHa KinbKicTb aepobHux
mikpoopratiamis (TAMC)
MikpoBionoriyHa AKiCTb — He Ginblwe 100 KYO B 1T <10 *2
3ararbHa KinbkicTs
APBKAKOBUX Ta MfiCeHeBmUx
rpubis (TYMC)
Mikpo6ionoriuHa aKicTb - BigcytHiB 1T Bignosigae *2
Escherichia coli

Mp.* = Mpumitka

*1 He pyTuHHWiA mMeToA. Bunpo

GysatHsa nposoanTbes 1 pas Ha piK.

*2 BUNPOBYBaHHA MPOBOANTLCA 8iAnoBiAHO A0 Nporpamy (onucaxa B MK#)

[aHuit cepTUdiKaT AKOCTI Mae eneKTPOHHWIA nianuc.
CepTudikaT cTBOPEHO aBTOMATUYHO BanifoBaHOI KOMIMIOTEPHOK NPOrpamotd SAP.

[aTa apyky ceptudikaty: 19.09.2024
CropiHka: 2/2




JNEPKABHA CJIIYIKBA 3 JIKAPCHLKUX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPIIOY 37079055

BUCHOBOK

1po sIkicTh BBE3EHOro B Ykpainy JikapecbKoro 3a¢00y

23.12.2024 Ne 69182/24/26

POKCEPA®

(HafiseHY BAHHA JIKIPEbROTO 3ac00y 3rIAHO 3 peecTpuiLiinim [IOCBLAYMCHHAM )
T261eTKH, BKPHTI ITIBKOBOIO 000.10HIK0I0, 110 30 mr no 10 tadaerox y d.icTepi; no 9
gaicTepin y KapToHHiii KopooLi

(hopMa BHIYCKY. HO3YBAHII, Bill TIAKY BAHHHA JIKAPCLKOTO 3ac00y)

Howmep peecTpauiiiHoro nocaiiietta UA/11743/01/06 crpok aiil peectpaniiiHoro nocimieni HeOOMEAKCHUH
Cepis Nikapcbkoro 3aco0y N DE7043 KinbKICTD BEE3CHOTO JTiKAPChKOro 3aco0y 690

BupoOHHK KPKA. i.1.. HoBo MecTO, CnoBeHisd

(Hafive iy B BHPOOHHEL NKAPCLEOTO 31C00Y. kpaila MnoxoaKeIHA)

Bee3eHo B YKpaiHy CnijibHe YKpaTHCHKO-€CTOHChRE pinupremerso y Gopmi
TOBAPHCTBA 3 0OMEKCHOIO BIAMOBIAAILHICTIO "Quriva-@apm,
JIT/L", inenT. Koa: 21642228

(nafiMeny BaHHA T KO/ 3 CIIPTIOY 10pHHHOT OCoGH 40 TPI3BHILE. IMH. 110 GATLKOBI

iznunol ocodn - [iipHesLE. i MICILE HPOIKIBATIHA T peccl paitiiitni HoMep 00:11KOBOT

RAP TR UILTHH KD 1011 kin 400 cepis Ta HOMCP HACHOPTH)

[1poTOKO. Bi3yalhIOro KOHTPOAIO pin 23.12.2024 Ne 4341/7.

3a pesyabTaTami  ACPAKaBHOTO KOHTPO/IIO  BCTAHOBJIEHO, 11O nikapckkuii  3acid  BBE3CHO B VKpaiHy 3

JAOTPHMAHHSAM sumor 3aKONOIABCTRA W00 3a0e3neucHus AKOCTI JIKapehKIX 3ac00iB.
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KPKA, A. A., HoBo mecTo

YAPABNIHHA AKICTIO
CEPTM‘D IKAT HKO CTI Uimap'ewsa Liecra 6

8501 Hoeo mecTo

Cnoeenin

Ten.: +386 7 3312 111

En. nowta; info@krka.biz

Kopn Ne: 7H2936
Pokcepa®, TabreTin, BKpUTI MNiBKOBOK 0GONOHKO, 1Mo 30 mr Ne 90
kpaiHa-BupoGHUK: CrioseHin
1 TabneTka, BKpUTa NNiSKOBOIO 0GONMOHKOK, MICTHTE 30 Mr po3yBacTaTuny {y BUrnsagi kaneLUiio posyeracTaTuiy)
nikapceka dropma: TabnerTkn, BKpUTI NNIBKOBOH 06ONOHKOK
po3mip i TMN nakyeaxxsA: no 10 TaBnetok y 6ricTepi; no 8 6nicTepis y kapTouHiii KopoBui
Homep cepii: DE7043
ara eupobHuuTea: 10.2024 |£I,aTa 3aKiHYEHHs TepMiHy npugaTHocTi: 10,2027
Peecrpauifine noceiguenHs No:
UA - UA/11743/01/06

Hasea i agpeca eupo6Huka, BignosigansHoro 3a sunyck cepii: | Ninensia Ha BUPOBHUUTED No;
KPKA a.n., Hoso mecto 800-16/20244

Wmap’ewka necra 6

Hoeo mecTo, 8501, CnogeHin

Poamip cepii: 12.000 IUT

Lium nigreepmiyio, WO BYLEHaBeAeHa iHdopMals e AOCTOBIPHOIO Ta TouHOO. [ana cepia Npoaykuil 6yna supobnera
(BKMFOAOYM NaKyBaHHA/MapPKyBaHHs) | NPOMALINE KOHTPONbL SKOCTI Ha BULIEBKA3aHIH AiNbHULI B NOBHIKA BiAMOBIOHOGT i3
BuMoraMu GMP, BCTEHOBNEHWMW MICUEBMM DEryNATOPHUM OPraHOM, a TakoX y BignosigHocTi go cneuudikauji
peecTpauiiiHoi  fokymenTauji, 3aTeepkeHoi B YKpaiHi ans  AocnimkysaHoro nikapcekoro  3acoby. [NpoTokonu
BUpoBHULTBEA, NaKysaHHA | koHTponA sixocTi nepesipeti | BianosinatoTs BUMOram GMP.

Cepis BunyiteHa y BianosigHocti is airovoio Bepcieis MKA UAM1743/01/06.

Oara eunycry Ha puHox: QOcoba, slamoBinansya 3a Bunyck N3 Ha pUHOK
27.11.2024 Taus [pHosweK
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Aannih cepmviblzat akocTi Mae enekTpouHnA nignmMe. Dara apyky ceprudikary: 06.12.2024
CepTudhikaT cTBOPEHO ABTOMATWYHO BANIQOBAHOK KOMIT'OTERHOK Nporpamo SAP, Cropitka: 1/2
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CEPTUDIKAT AKOCTI

(£4 KRKA

KPKA, a. a., Hoso mecto
YINPABNIHHA AKICTIO
Wmap'ewka uecra 6
8501 Hoeo mecTo
CnoBenia

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

KKog Na: 7H2936
Pokcepa®, Tabnetkm, BkpUTi nniskoBoto 06onoHKOI0, o 30 Mr Ne 90
kpaita-Bnpo6uuk: CriopeHin
1 TabreTka, BKPUTA MRIBKOBOK 0BOMOHKO, MICTUTL 30 Mr posyBacTatuny {y BATNAAL KanbLito posyBacraTuHy)
nikapceKa ropma: TabneTky, BKpUTI NNIBKOEO1 0GOAOHKOK
Po3Mip i TN nakyeanHA: no 10 Tabnetok y 6nicTepi; no 9 bricTepiB ¥ KapToHHI#A Kopo6ui
Homep cepil: DE7043
fara BupofHuyrsa: 10.2024 |.El,aTa 3akiHdeHHn Tepminy npwaaTHocTi: 10.2027
Ha3sa nokasuuxis Cneuuthikayin Peaynertatu sunpobysatt Mp.*
Onune Tabnetxv Ginoro konsopy, ABOONYKN, BxpwTl Bignoeigac -
nniskoeoto 0BONOHKOK, ¥ hopmi KancynK 3 Haciukoio 3
obox Gokis
IneHTudbixauia posysacravuuy | Yac yTpumysarys niKy poaysacTaTvHy Ha Bianosigae -
-BEPX XpomarTerpami poaumHy apaska (SaS) mae sinnoeigaru
uacy yTpuMyBaHHA niky po3yBacTariHy Ha
XpOMaTOrpami poauMHy craHaapTy (SS)
InexTudbikaula posysactatuuy | MNnama Ha Xpomarorpami poavuHy apaska (Sas) Mae - *1
~TLIX BldniosinaTh 3a shaueHHamM Rf Ta kosbopom nnsami Ha
XpoMaTorpami poauuHy ctaHaapty (S5)
lnenTudikauia TiO2 PoaukH y TWiNi HaBYBaE HOBTOrG 3a6apBNEHHS: - *1
OpHopigHicTb A030BaHUK 3HaveHHs ApUiiMAanbHoro uucna {AV) cknapac He 34 -
OAWHULE — oaHepiaHICTL Binkwe 15,0
BMICTY poayBacratuby
CynyThi gomiwku — gomiwka | He Ginblue 0,8 % <=0,10 -
TP13
CynyTHi fIoMiLUKK — AoMilrka | He Ginbwe 0,3 % <=0,10 -
RSL
CynyTHi gomilLka — iHuri He Binswe 0,2 % <= (0,10 -
OfUHWYHI
CynyTHi fomlwky —aaranea | Me Binbwe 1,0 % <=0,10 -
KINGKICTR
3anULKOET POIYHUHHMKK — He Ginbwe 5000 ppm 852 -
iaonponinoBni cOupT
3anvwKoBl pOIUMHHUKY — He Binbiue 5000 ppm <= 500 -
aueToH
KinukicHuii emict 95,0 - 105,0 % 8ig 3a3HaueHol KinbKoCTi 97.9 -
oaysacraTriHy
Poauukennn poaysactatuiy | Yepes 45 xewnuH mMae POAUMHWTHCA He MeHwe 75 % 94 -06 -
{Q) Big 3asHaqeHol kinbrocT
MikpoGionorivHa Akicre — He Ginbwe 1000 KYO B 1 <10 2
Jaransha KinbKicTh aepobHKx
Mixpoopraiiamis (TAMC)
MikpoGionariyna skicrs — He Ginbwe 100 KYO B 1+ <10 2
3araneHa Kinbxicrs
APiKGKOBUX TA NNiCeHeanX
rpubis (TYMC)
MikpoGionorivka aKicTb - BigcytHia1r Bignosigae *2
Escherichia coli

Mp.* = Fpumitka

*1 He pytunhui Metod. BunpoGysanHa nposoguises 1 paa Ha pik,
*2 BunpobyeaHHA NPOBOAWUTEC BiONoBIgHO A0 nporpamu (onucaka B MK}

Hanwit cepTutblkar Akoct] Mae enexTpoHHM nignivc.
CepTudiixaT cTeopeHD aBTOMATHYHO BanigoBaHoI0 KOMN'loTepHolo Nporpamoro SAP,

Harta apyky cepmtpikaty: 06.12,2024
Cropinka: 2/2
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