JEPXIIIKCITYXXBA
AEPXKXABHA CJIYXKEBA 3 JIIKAPCLKI/_IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KUIBCBKII OBJIACTI

npocnekr Banepis JloGanoschkoro, 51, M. Kuis, 03110, ren/daxc: (044) 2753030
-mail: dls.ko@dls.gov.ua,https://www‘dls.gov.ua. Kon €IPTIOY 37078774

BUCHOBOK
Npo SAKICTL BBe3eHOro B YKpaiHy JikapebKoro 3aco0y

21.10.2020 Ne 53589/20/10

TEJLUIIITH

(HaliMeHyBaHHS TikapchKOro 3aco0y 3riHO 3 peecTpaniiHM HOCBiYEHHAM)
Ta0J1eTKH, 80 Mr/5 mMr no 10 Tabaerox y Gutictepi; mo 3 Gaicrepn y KapToHHil Kopo6ui

(bopma Bunycky, No3yBaHHs, BUL NaKyBaHHA JiKapChKOro 3acoby)

HowMep peectpauiiitoro nocsimguenns UA/17332/01/02 CTpOK /i peecTpauniitnoro nocsinuenns 04.04.2024

Cepis nikapcskoro 3aco6y Ne SF7260 KinskicTh BBE3eHOr0 Mikapcrkoro saco6y 1380
Bupo6Hux KPKA, n.1., Hoso Mecto, CioBeris
(HaliMeHyBaHHs BUPOGHHKa JiKapcrKoro 3acoby, kpaiHa NOXOJKEHHS)
Baesero B Vipainy CuinbHe ykpaiHcbKo-ecTOHCLKe ninpHeMCTBO y dopmi TOBapHCTBA
3 06MerKeHOI0 BiANoBiTaabLHiCTIO "Onriva-®apm, JIT", izeur. xon:
21642228

(naiiMenyBauns Ta xox 3a €JIPIIOY IopuanyHOT 0cobu abo npizeuime, iM's, 110 6aTHKOB] dizuanoi
0co6u - mianpuemi, ii Mictie npoxuBanHs Ta PpeecTpaiifuui Homep 06NiKOROT KAPTKHM MaTHIKA
nonatkis abo cepis Ta Homep nacrnopra)

IpoToxou BisyansHoro xontpomo sin 09.10.2020 Ne 3435/2.

3a pesynbrataMM  AepkKaBHOTO KOHTPOTIO  BCTAHOBJCHO, WIO JiKapcekuit 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTRA 00 3a6€3MeYeHHS SKOCTI JKapCHKHUX 3aC06iB,

3aCTyNHAK HAYaNbHUKA BiIiTy
JlepxasHoi cyx6u 3 nikapchkux 3aco6is

5732 HAPKO! TAKaMH y Kuiscrkiit // 3ybapesa H. B.
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(PO KRKN

KRKA, d.d.. Novo mesto

Aara : 30.09.2020
Crpanmua: 113

CEPTUOUKAT KAYECTBA

Kog No: 7C3338

TENBUNWH, TabneTky, 80 mr/5 mr Ne 30 (10x3) 8 6nucTepax
CcTpaka-npoussoaniens: Cnosexns

1 Tabnetka conepkut 80 Mr TenmucapTara u 5 Mr amnoaunuHa (e BudE
amnoaunuia becunata) X
nekapcTeerHan dopma: Tabnetku, 80 mr/5 mr i
paamep v Tun ynakoBkw: no 10 Tabnetok 8 Gnucrepe; No 3 B KAPTOHHON
kopobxe

Cepwus No: SF7260 Pasmep cepuun; 5.600 LUT
fara nponasogersa: 01.2020 [ata okoHyatna cpoka rogrocTy; 01.2022

PerncrpaumonHoe ypoctosepermne Ne;
UA - UA/17332/01/02

Hassakue u agpec NPOUIBOAMTENA OTBETCTBEHHOIO 3a BLINYCK JlnyeHsun Ha nponssogcTeo Ne:
cepum: 800-13/2018-6

KPKA g.4., Hoeo mecTo f
itimapbewxa yecra 6
Hoeo mecvo, 8501, Cnosenus

Haseanue nokasaTenei Cneuyndmkauun Pe3synkTarhl aHanusos
Onuncanve OBanbHuie, CNerxa ABOAKOBLINYKNKIB, ABYCNORHbIE Cooraercrayer
TabneTn, c 0AHOR CTOPOHE!
KOPHUHEBATO-XENTOID LBETA, MPaMOpHbe, ¢
APYroiA cTOpoRbE — 0T 62noro A0 NOYTH 6enoro

yeera
OA4OPOANOCTE AVINPOBINHBIX SANHUY - OAHOPOAHOCTE COAEPXAHNA  3HAYEHNE NOKAIDTENA NPHEMKEMOCTH {AV) 25
remmmucapiana cocrasnqeT we Gonee 15,0 % §
OAHOPOAKOCTL A0IHPOBAHMBLIX BAMHIY, - ORHOPOAHOCTL COREPKANMA  3HAUSHKE NOXAIATENH NPUEMNEIOCTI (AV) 6.0
aMnoaunuHa cocrasnset He 6onge 15,0 %
Vineutudmkaunn Tenmicapyana - BOXX Bpemn yaepxunanns nuxa Tenmucaprasa Ha Cooreercysyer

XPOMaTOrpamMme UCNLITYeMoro pacTsopa (Sas)
AOCRKHO COOTBETCTROBATL BPEMEHN YALPKUBANNA
KA TEMIMMCAPTEHA HA XPOMATOTPaMMEe
CTaHAapTHOro pacteopa (SS)
WaenTubukaums tenmmucaprana - TCX Hixxea OCHOBHOE NATHO Ha XpoMATOrPamMae Coorsercieyer
MenLITYeMOr0 pacTnopa (SaS) aonkHo
COOTBRTCTROBATHL [IATHY Ha XPOMATOrpammMe
CranpaprHoro pacreopa 1 (SS1) no
npubnnauTensHomy avasenno Rf,
npUbnuauTensHOMY pa3Mepy W uBaty,
Waentndmnkarms arnogunmna - BOXKX Bpemn ypnepxuratvs nuka- aMnoannuKa Ha Cootsetcrayer
XPOM3TCrpaMMe HCNLITYEMOro pacTeopa (Sas)
AOSBKHO COOTBETCTROBATH BPEMEHH YASPKURAHNUA
NUKa AMNOAMIMHA Ha XPOMATOrpaMme
CTaHAapTHOrO pacTeopa (SS)

LarHbiA cEpTUIKAT KaUECTBA WMERT GIEKTPORNYIO NORTNTH. B
Ceprutbisrat c03aaH asTomaTMueckn BaniAvPOBaHHOR KAMNLINTEPHON NPOrpanmoin SAP.
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CEPTU®UKAT KAYECTBA

(VKRKN

KRKA, d.d., Novo mesto

Aava: 30.09.2020
‘Cripatyua: 2/3

Kog No: 7C3338

CTpaHa-nponssoguTens. CnoseHus

amnoavnuya Becnnata)
nekapcTeexran hopma: Tabnerkm, 80 mr/5 mr

Kopobke

TENAUMUH, TabneTru, 80 mr#5 mr Ne 30 (10x3) b 6nucrepax

1 7abneTka coaepxvT 80 mMr TenmucapTana n 5 Mr aMnogunuHa (8 BuOE

paamep v Tun ynakoaxm: no 10 Tabnetok B 6nucTepe; no 3 & KapTOHHONM

Cepun No: SF7260

Pasmep cepun: 5.600 LUT

fara npouseoacyea; 01.2020

Flata okoH4anmsa cpoka rogHocTy: 01.2022

PerncrpayvorHoe - yaoctosepenmne Ne:
UA - UA/17332/01/02

Cepuu:
KPKA g.4., HoBo mMecto
Wimapbelwka yecra 6

HoBso mecro, 8501, Cnoeexus

HasgaHne 1 agpec NPOMABOANTENA OTBETCTBEHHOTD 33 BLINYCK

800-13/2018-6

JvueHsua Ha nponssoacTeo Na;

3

Hassauue nokasarenen

Cneundmkauymn

PesynsTaTte! aHanuios

Wnentudnkaums awnoannmka ~ TCX

PoncTeeHtbie NPHMECH TeNMHCAPTAHA - BAHHUYHLIG
PoacToeHHLIE NpuMeck TeNMNcapTana - CyMMa npumecen
Poactsenisie npumeci amnoaunvna - npivsecs D amnopununa
Popcreentsie RpUMeck amNoaKNNHA - APYIue eawHNYHbIe
PouctsenHbie npumecy amnoannuka - CyMma npuMecen
KonuuectaenHoe coaepaHue Tenmncaptana

KonuuecTBernoe cogepxanse BMNOQHNHHE

Pacraopenue yenuncaptana

Pacteopetine amnognnina

MukpoBranomueckan YncTora - Obiyee KONMNECTBO 23PoBikix
rmkpoopranmanos (TAMC)

MikpoSonoruyeckan YiucToTa ~ Obuiee KonYECTRO NNECHEBLIX 1
Apoxokesbtx rpnbor (TYMC)

Miskpobuonoriecxan smerora - Escherichia coli

Bepxuee QCHOBHOE NATHO HA Xpomatorpamme

MCNLITYEMOTO pacTaopa (SasS) aonxHo

COOTRETCTRORATL NATHY HA XPOMATOrpamMe

CTanRapTHOID pacTaopa 2 (S52) no
NpHBNUIUTENLHOMY aHaveHuio Rf,
npnBnusuTesHOMY paamepy u yeerty,
He Gornee 0,2 %

He Gonee 1,0 %

He Gonee 0,3 %

He Gonee 0,2 %

"He Gonee 1,0 %

95 % - 105 %.0T 3aRBNEHHOO KoNMYECTaa'

-95 % - 105 % o7 3anBNeHHOrO KoMMeCTBA

He Matee 80 % (Q) or 3aseneHHoro
xonnyecTea a 7eqerme 45 MunyT

He menee 80 % (Q) o1 3arsnenHoro
KONUYECTRa B TeHeHue 15 MuHyT

He Gonee 1000 KOEB 1T

He Gonee 100 KOEn 11

oTcyrcTeyer 8 11

Coorpertcrayer

<=0,10
<=0,10
<=0,10
<= 0,10
<=010
100

97

98 -100

95 -89
<10
<10

Cooreercrsyey

"

"

“1

"1 TECT NPOBOAWTCH B COOTRETCTAUNA C NPOIPAMMOR (onucannon.e. AHL)

HacToAwwnm nopTeepkARio, YTO BLILIENDYBEEAGHHAA MHOPMALMST SIBNAGTCA ROCTOBEPHOM W TouHOW. JaHHas cepus
NpoaykUnM Bbina NpousseeHa (BKMIONANA YNaKOBKY/MapKMPOBKY) W NPOLINA KOKTPONL KauecTsa Ha BLILIGYKA3AHHOM

Hannuii ceprinpnkat ka4ecTBa MMEET INEKTPOHHYI0 NOANNCE,

Ceprudnkar coagan asTomaTHueckn BANMAKPORAHHON KOMILI0TEPHOM NporpaMmoit SAP,

'
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CEPTUOUKAT KAUHECTBA

(£4 KRKA

KRKA, d.d., Novo mesio
Dara: 30.09.2020

Crpannya; 313
Kon No: 7C3338
TENAWNWH, TabneTxw, 80 mr/5 mr Na 30 (10x3) 8 Brncrepax
CTpaHa—FIPOMSBDAMTenb! CHDBBHMFI
1 TabneTka conepxut 80 Mr enmucapTasa n 5 mr amnogununa (B ByAe
amnoaununa Gecunata)
nekapcyaeHHas chopma: TaBneTkw, 80 Mr/5 Mr
paamep 1 Tun ynakosku: no 10 TabneTok 8 Gnucrepe; no 3 8 kKapTOHHOM
Kopobke
Cepun No: SF7260 Paamep cepun:_5.600 ILT
[fava oponasogcysa: 01.2020 Dara okoH4aHWR cpoka rogHocTu: 01.2022

PerucrpaumonHoe ygoctosepenune No:
UA - UA/17332/01/02

KPKA n.n., HoBo mecrto
Wmapsewka yecra 6
Hoso mecro, 8501, CnoBenus

Ha3Bahve v afpec NPOU3BOANTENA OTBETCTBEHHOrD 3a BLINYCK | JIMLEeH3NA Ha Npon3BOACTBO Ne:
cepun: 800-13/2018-6

y4acTke B NOAHOM COOTBETCTBUM ¢ TpeBGosarusmu GMP, yCTaHOBREHHLIMW MECTHBIM PErynaTopHLIM OpraHoM, a Taloke
B COOTBETCTBUM €O CMELUNPUKALIMENA PErUCTPALIMOHHOMA AOKYMEHTALMUN, YTBEPKAEHHON B YKpanHe gns nccnegyemoro
NekapcTBeHHOTO cpeacTsa.  flpOToKONbI NPOM3BOACTBA, YNAKOBKM M KOHTpONS

CoOTBETCTBYIOT TpeboBaHnam GMP.

Cepun BbinylweHa B COOTBETCTRBUU C ALNCTRYIOWEN Bepovei AHLL UAM7332/01/02.

aTa BbiNYCcKa Ha PhiHOK: OTpeTcTREHHOR NULO 33 BRIYCK JIC Ha pritOK

03.03.2020

Mapuua Epuap

fi‘ —

YRPABNEHUE KAYECTBOM
KPKA. n.a, Hoso mecto
Wmapseiwxa necra 8, 8501

Cnosexnn

KayecTBa CEPUM NRPOBEPEHbi W

Lannbii. cepTudnkat Ka4ECTBA HIMEET SNEKTPOHHYIO NOANNCH.
Ceprwhunxar CO3RaH aBTOMATINECKK B3aNWAVPOBAHHON KOMNHLIOTEPHOR Nporpammoi SAP.
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