JIEPJKIIIKCITY KBA YKPATHA
JEPKABHA CJIYKEA 3 JOIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIHN OBJIACTI

npocrniekr Banepis Jlo6anorcrkoro, 51, m. Kuis, 03110, tren/daxke: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
PO AKICTHL BBe3eHOTro B YKpaiHy JikapchKoro 3acofy

19.08.2020 Ne 40649/20/10

EHAII®-H

(HalimenyBauus NikapcLkoro 3aco6y 3TigHO 3 PEECTpariiHEM TI0CBlT9eHHAM)
TadaeTkn no 10 mr/ 25 mr Ne 60 (10x6) B biticTepax

(dopma Bumycky, 103yBaHHES, BrA NaKyBaHHs NiKapCEKOro 3aco6y)

Howmep peecrpauiinoro noceimuerns UA/4255/01/01 CTPOK Ail peecTpaltiiinoro moceimgenns 14.12.2020

Cepis sikapcekoro sacoby Ne NJ9544 KinpkicTs BRE3EHOTO NiKapeskoro 3acoGy 3400
BrpoGamk KPKA, z.1., HoBo mecto, Cniopenis
(HaliMeHyBadHs BHPOGHHKA JIKAPCEKOTO 3ac06y, KpalHa MOXOMKEHHS)
Beesero B Vipainy Chninene ykpainceko-ecTonchke nignpuemMcTio y hopmi ToBapucTpa
3 00MeKeHo010 BinoBigaIbERicTIO "Onrima-®apm, JITA", inent. xoa:
21642228

(nafivenypanns Ta xoz 3a €JIPTIOY wpumranol ocobr abo IpisBuIIe, iM'E, 110 GaTekoBi dismaHol
ocoGu - migmpHemI, ii Micle NPOKUBAHHS Ta peecTpalifiumit HoMep 06iKOROT KAPTKH IUIATHHKA
IOAATKIB 260 cepis Ta HOMEp MacmopTa)

Iporoxos Bisyaneroro konrponro six 12.08.2020 Ne 2563/43.

3a  pesynbTataM#t  epKaBHOIO KOHTDONIO BCTAHOBJEHO, IO mikapcekuit 3aci6 BBeseHo B Vkpaimy 3
AOTPHUMAHHAM BAMOT 3aKOHOJABCTBA HIOJO 3a6e3eIEHHS AKOCTI JKAPCEKAX 3ac06iB.
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CEPTU®UKAT KAYECTBA

(

L4 KRKA

KRKA, d.d., Novo mesto

Harta : 30.07.2020
Crpanuua: 1/3

Kog No: 7D1998

CTpaHa-npoussoguTens: CroseHus
TekapcTeeHHan dopma: Tabnetkn no 10 Mr/25 mr

Kopobke.

SHan® - H, Tabnetku no 10 mMr/25 mr Ne 60 (10x6) B BnucTepax
1 TabneTka cogepxut: 10 Mr sHananpuna manear u 25 Mr ruapoxnopoTmasuaa

pasmep v Tun ynakosku: no 10 tabnetok B 6nuctepe; no 6 Bnuctepos B

Cepusa No: NJ9544

Pasmep cepuu: 26.000 LUT

data npouseoactea: 05.2020

Hata okoHYyaHus CpOKa rogHOCTK:

05.2025

PeructpaumonHoe yaocTosepeHme Ne:
UA - UA/4255/01/01

cepuu:
KPKA p.4., HoBo mecto
Wmapbewka uecra 6

HoBo mecTo, 8501, Cnosenus

HasBaHue n ajpec Npou3BoAUTENs OTBETCTBEHHOMO 3a Bbinyck | JInueHsua Ha npeounssoacTeo Ne;

800-13/2018-6

]

HaaeaHwe nokazaTenei

Cneuudukauus

PesynbTaThl aHanusos

OnucaHue

OAHOPOAHOCTD £03MPOBAHHBIX €ANHUL - OAHOPOAHOCTL COAEPXAHS
3Hananpuna maneaTa

OAHOPOAHOCTL 403UPOBAHHBIX €AMHUL] - OAHOPOAHOCTL COAEPKAHUSA
rMApoXnopoThasuga

WaenTudumkauus 3Hananpuna maneara - B3XX

WaeHTudnkauns rmapoxnopoTtuasuga - BAaMX

Conyrcteiowue npumecn SHananpuna maneara - aHananpunar
ConytcTaiowme npumecn 3Hananpuna Maneara - AUKETONUNepasuH
ConyTcTRIOWME NpUMech SRananpuna maneara - Apyrue efuHWYHbIC
ConyreTsiowme npumecy 3Hananpuna Maneara - cymma
ConyTcTBIOWME NpuMech rwapoxnopoTtuasuaa - 4-NH2-6-Cl- 1
\3-6eHaonaucynsgonammng

Conytcrayiowme npumecu TMAPOXNOPOTUA3NAE - CYMMa APyrix
npumeceit

Kpyrnbie nnockue TaBneTku xentoro uBeTa ¢
HaceuKkol C OAHOM CTOPOHBI, CO CKOLLIEHHLIMH
Kpasmu,

3HaueHne nokasaTena npueMnemMocTy (AV)
cocrtaenaeT He Gonee 15,0 %

3HaveHue nokasaTens npueMnemocTu (AV)
COCTaBnAeT He Gonee 15,0 %

Bpems yaepxusanus nuka 3Hananpuna Ha
XpoMaTorpamme UCNbITYEMOro pacTeopa (Sas)
AOIKHO COOTBETCTBOBATL BPEMEHW YAEDKNBAHWUS
NYKa 3Hananpuna Ha xpomarorpamme
CTaHAapTHOrO pacTeopa (SS)

Bpems yaepxusaHusa nuka TWAPOXNOpoTUa3uga Ha
XpomarorpamMme UCTbITYeMoro pacTeopa (SaS)
A0MKHO COOTBETCTBOBATL BPEMEHWN Y/ EPKMBAHNA
MWKa rMAPOXNopoTUa3NAa Ha xpomaTorpaMme
CTaHAapTHOro pacTeopa (SS)

He Gonee 0,5 %

He Gonee 0,5 %

He Gonee 0,3 %

He 6onee 1,5 %

He 6onee 0,5 %

He 6onee 0,3 %

CootBeTcTayeT

4,2

2,4

CooreeTctBYeT

CooTBerctByeT

<=0,10
<=0,10
<=0,10
<=0,10
<=0,10

<= 0,10

DaHHbiit cepTudukaT kauecTea umesT ANEeKTPOHHYIO NOANUGCH.

CepTuchukar cozgan aeTomaTuyeckn BanUANPOBAHHOA KOMMBOTEPHOI nporpammoii SAP
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(T4 KRKN

CEPTM(DMKAT KAYECTBA KRKA, d.d., Novo mesto

Hara : 30.07.2020
Crpanuua: 2/3

Koa No: 7D1998

SHan® - H, Tabnetku no 10 mMr/25 mr Ne 60 (10x6) B GrucTepax
CTpaHa-npon3soguTens: CnoBeHus

1 Tabnetka copepxuTt: 10 Mr sHananpuna Manear u 25 Mr ruapoxnopoTuasuga
nekapcTBeHHas copma: Tatnetku no 10 mMr/25 mr

pasmep v Tun ynakoeku: no 10 Tabnetok B Gnuctepe; no 6 BnvcTepos B

kopoGke.

Cepusi No: NJ9544 Pasmep cepuu: 26.000 LUT

Hata npowseogctea: 05.2020 Llata okoHYaHWs cpoka rogHocTu: 05.2025
PeructpaLmoHHoe yaoctoBeperne Ne:

UA - UA/4255/01/01

HassaHue 1 agpec nponssoauTens oTBETCTBEHHOM 33 BbINYCK | JIMLieH3us Ha nponssoacTeo Ne:
cepuu: 800-13/2018-6

KPKA p.a., Hoso mecto
Uimapbeuwka uecra 6

HoBo mecTo, 8501, Cnoeenus

_
HaseaHue nokasatenei Cneuudmrayms PesynsTaTel aHanusos
KonuuyecteeHHoe onpegenetue SHananpwna maneara (3aseneHdoe 95,0 % - 105,0 % oT 3asEneHHoro KonuyecTea 1021
KOnU4ecTBo 3Hananpuna maneara: 10 mr/tabnerka)
KonudecreeHHoe onpegenetne TMAPOXNOPOTHa3uaa (3aABneHHoe 95,0 % - 105,0 % OT 3aABNEHHOMO KonUJecTsa 99,2
KOAM4ecTBO rnapoxnopoTuasuaa: 25 mritabneTka)
Pacteopenve sHananpuna maneara (sasBneHHOE KoNuyecTso He menee 80 % (Q) oT 3aseneHHoro g7 -100
sHananpuna maneara: 10 mr/tabnetka) KONMUYECTBA B TEYEHNe 30 MUHYT
PacTsopeHue rugpoxnopotrasuga (3asBNeHHO. KONUYeCTBo He menee 80 % (Q) oT saseneHHoro 98 -101
TMApoxnopoTuasmaa: 25 mr/Tabnerka) Konm4ecTea B TedeHue 30 MuHyT
Mukpobuonornueckas yncrora - OBwwee konnuecTBo a3poBHBIX He Gonee 1000 KOEB 1 r *1
MUKPOOPTraHU3MoB
MwukpoSuonorudyeckas yncrora - ObLee KONUUECTEO A PONOKEBLIX 1 He Gonee 100 KOEB 1+ *1
nnecHesbIX rpnbos
Mukpobuonorudeckas uncrora - Escherichia coli oTCyTCTBYETB 1T *

*1 TecT NpoBOAUTCA B COOTBETCTBNN C nporpammoil (onucakHon B AHL)

Hactoawum nogreepxaaio, yto BhillenpuBeAeHHas MHOpPMaUus sBnaeTes AOCTOBEPHON U TOYHOIA. [JaHHan cepust
NPOAyKUMM Bbina npousBefeHa (Bknioyas YMakoBKy/MapkupoBKy) v npoLuna KOHTPONb KayeCTBa Ha BbllUEYKA3aHHOM
YHacTKe B NOMHOM COOTBETCTBUM C TpebosaHnaMu GMP, YCT@HOBIIEHHBIMU MECTHBIM PeryNsiTOPHLIM OPraHOM, a Takke
B COOTBETCTBMM CO  CreundukaLmnen perncTpaLmuoHHOIN AOKyMeHTaLuwW, yTBepKOeHHoW B YkpauHe ons ncenegyemoro
fiekapcTBeHHoro cpeactsa.  [poTokonsl npousBoacTea, YNaKOBKW W KOHTPONA  KavecTBa cepuw npoBepeHsl u
COOTBETCTBYIOT TpeboBanuam GMP.

Cepus BbinyLLeHa B cooTBETCTBUM C AeiicTeytowleit Bepcuein AHI UAI4255/01/01.

OaxHbln cepTudbukat kKauecrsa umeer ANEKTPOHHYK) NMOANMUCH.
CepTudnkaT co3jaH aBTOMATUYECKN BaNANPOBaHHOR KOMNBIOTEPHOI Nporpammoii SAP.




(T4 KRKA

CEPTU®OUKAT KAYECTBA 3Rl Bownesh

Hara : 30.07.2020
Crpanuuya: 3/3

Kog No: 7D1998

SHan® - H, Tabnetin no 10 Mr/25 mr Ne 60 (10x6) B Bnuctepax
CTpaHa-npoussoauTens: CrioseHns

1 Tabnetka copepxut: 10 mMr SHananpuna manear U 25 Mr rugpoxnopoTuasnaa
NekapcTeHHan diopmMa: TabneTtiu no 10 Mr/25 mr

PasMep 1 Tun ynakosku: no 10 TabneTok B 6nucTepe; no 6 GrncTepos B

Kopobke.,
Cepusi No: NJ9544 Pasmep cepuu: 26.000 LUT
ara npoussoacrtea: 05.2020 Lara okoHYaHusa cpoka rogHocTu: 05.2025

PeructpaunorHoe ygoctoseperne Ne:
UA - UA/4255/01/01

HassaHue n anpec nponseoauTens oTBeTCTBEHHOMO 3a BbINYCK | JlnLeH3ns Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.4., HoBo mecto
LWmapbewka uecra 6

HoBo mecTo, 8501, CnoseHus

HaTa Bbinycka Ha pelHOK: OTBeTCTBEHHOE NULO 33 BhINyckK JIC Ha pbIHOK

07.07.2020 “‘ﬁ%ﬂf{ﬁﬁf\

KRKA,
L{E/uwvorr:r vl d.d.,
Novo i:

YMPABNEHUE RAGESTBOM ===
KPKA, a.4., Hoso mecTo
Lmapeelka uecra 6, 8501
Cnosetxuna

LaHHbll cepTudukaT KayecTea uMeeT ANEKTPOHHYIO NOANUCH.
CepTuchukar coagaH aBTOMaTUYECKN BanuANPOBaHHOW KOMMNLIOTEPHOI NporpamMmoit SAP.
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