CEPTUDPUKAT KAYECTBA

(4 KRKA

KRKA, d.d., Novo mesto

Bata: 21.01.2021
Ctpanuua: 1/3

Kopg Ne: 7E0045

cTpaHa-npoussogutens: CnoseHus

M BancapTtaHa

BAJIAPOKC, TabneTku, NokpbITble NneHouHoii obonoukoi, 20 mr/80 mr Ne 30 (10x3) B 6nmncTtepax
1 Tabnetka, nokpbITas NNEHO4HOW 060NOYKON, COAEPXMUT 20 Mr po3yBacTaTMHa B BUAE PO3yBacTaTUHa Kanbuus u 80

nekapcTBeHHas popma: TabneTku, NOKpbITbie NNeHoYHoh oGonoukon, 20 Mr/80 mr
pasmep 1 Tun ynakoBku: no 10 TabneTox B GnucTepe; no 3 6nuctepa B kopobke

Cepus: NK2047

Pa3mep cepun: 1.929 WUT

[ara BupobHuyrea: 02.2020

[lata okoH4YaHus cpoka rogHocTu: 02,2022

PernctpauvoHHoe ygocTtoBepenmne Ne:
UA - UA/16269/01/02

HaseaHue n agpec npoussoanTens OTBETCTBEHHOro 3a BbiNyCK ﬂMLleH3Mﬂ Ha npon3soacTBo Ne:
cepun: 800-13/2018-6
KPKA p.a., HoBo mecto
LLimapbelska uecrta 6
HoBo mecTo, 8501, CnioBeHuns
Ha3seanue nokasatenei Cneumquauvm Pe3yanaTb| aHanusos
Onucanune TemHo-po30Bble, KancynoBuAHbIE, crierka CooteetcrByeT
ABOAKOBbLINYKNbIE, NOKPLITLIE NNEHOYHON 000NOHKON
TabneTku ¢ rpaBupoBkom «K3» ¢ 0AHOI CTOPOHEI.
OAHOPOAHOCTb A03MPOBAHHLIX EANHNLL - OAHOPOAHOCTL COAEPKAHUA  3HAuYEHWe NoKasaTens npuemnemocTtu (AV) 24
posyBacTaTuHa cocTaenset He Gonee 15,0 %
OAHOPOAHOCTL A03MPOBAHHBIX EAMHNLL - OAHOPOAHOCTL COAEPXAHUA  3HaueHue nokasaTens npuemnemMocTu (AV) 3.1
BasicaptaHa cocraenser He 6onee 15,0 %
MaenTudukaums posysacratnHa - BOXKX Bpems yaepxmBaHusi nuka posysBacTaTHa 1 nuka CootBetcTBYyeT
BancapTaHa Ha XxpoMaTorpamMmme UCTbITYeMOro
pacrteopa (SaS) cooTBETCTBYET BPpEeMeHn
YAEPXNBaHNA NnUKa po3yBacTaTuHa n nuka
BancapTaHa Ha xpomaTorpaMme CTaHAapTHOro
pacteopa (SS). UcnbiTalue nposoanTes
ORHOBPEMEHHO C UCNbiTaHnem "KonnvecTeseHHoe
coaepxaHue”.
Maentudmkaums posysactaTtnHa - TCX BepxHee 0CHOBHOE NATHO Ha XpoMaTorpamme CooTBetcTBYET

nenbityemoro pacrtesopa 1 (SaS1) nomkHo
COOTBETCTBOBaTL OCHOBHOMY NATHY Ha
Xpomarorpamme cTaraapTHoro pactsopa 1 (SS1)
no 3HayeHuio Rf.

AaHHbin cepTuuKaT kKayecTsa UMeeT ANEKTPOHHYIO NOANUCH.

Cepudmkar cosaan aBTOMaTMYECKWU BanUAMPOBAHHON KOMMNLIOTEPHOM NporpamMmoit SAP.
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CEPTU®UKAT KAYECTBA

(L4 KRKN

KRKA, d.d., Novo mesto

Hata: 21.01.2021
Crpannua: 2/3

Koa Ne: 7E0045

cTpaHa-npoussoautens: CnoeeHus

MIr BancaptaHa

BAJIAPOKC, TabneTku, nokpbiTbie nneHo4Homn obonoykoit, 20 mr/80 mr Ne 30 (10x3) B 6nuctepax
1 Tabnetka, nokpbiTas NreHoYHoN oGonoukoi, coaepXuT 20 Mr po3ysacTaTHa B BUAE PO3yBacTaTWHa Kanbums u 80

nekapcTBeHHasa hopma: TabneTku, NOKpbITbIe MNEHOYHO| 06omnoykon, 20 Mr/80 Mr
pasmep 1 Tun ynakoeku: no 10 TabneTtok B 6nucTtepe; no 3 6nuctepa B Kopobxe

Cepus: NK2047

Pasmep cepun: 1.929 WIT

[Hata BupobHuyrea: 02.2020

[arta okoH4YaHus cpoka rogHocTu: 02.2022

PerucTtpaumonHoe yaoctosepermne Ne:
UA - UA/16269/01/02

HassaHue n agpec npon3soauTena OTBETCTBEHHOro 3a BbINyCK ﬂMLlEHalﬂﬂ Ha NpoOu3BOACTBO Ne:
cepuun: 800-13/2018-6
KPKA a.a., HoBo mecto
Wmapbewka yecrta 6
HoBo mecTto, 8501, CnoseHus
HaseaHve nokasartenei Cneundmkaims PesynbTatbl aHanusos
Wnentudukaums sancapTtana - BOXX Bpems yaepxvBanus nuka posysacTtaTtuHa v nuka CootseTcTayeT
BajicapTaHa Ha XxpoMaTorpamMmme UCNbLITYEMOro
pactBopa (SaS) cooTBETCTBYET BpeMeHN
YAEPXKMBAHUA NUKA PO3yBacTaTUHa n Nuka
BarncapTaHa Ha XxpoMaTorpamMme CTaHAapTHOro
pactBopa (SS). Ucnbitarne npoeoanTcs
OAHOBPEMEHHO C uCNbiTaHueM «KonuyecTeeHHoe
coaepxaHue».
WnenTtndukauvs sancaptana - TCX HwkHee 0CHOBHOE NATHO Ha XpomaTorpamme CootBercreyer
ucnbiTyemoro pacteopa 1 (SaS1) AonmxHo
COOTBETCTBOBATL OCHOBHOMY NATHY Ha
XpOMaTtorpamme CTaHAapTHOMo pacTeopa 2 (SS2)
no sHaveHuio Rf.
ConyTcTayiolume NpuMeck po3yBacTaTuHa - npuMecs B He Gonee 0,5 % <= 0,10
ConyTcTayiowme npumecy posysacTaTvHa - npumecs C He Bonee 0,5 % <=0,10
ConyTcTByiolumMe NpuMecy posyBacTaTiHa - npuMech D He 6onee 0,3 % <=0,10
ConyTcTaylowwme npumecn posysactaTiHa - Apyras eAnHnYHan He 6onee 0,2 % <=0,10
ConyTcTsyiowme npumecy posyBacraTuHa - cyMma He Gonee 1,2 % <=0,10
ConyTcTByloLImMe NpUMECH BancapTaHa - eAMHUYHas He Gonee 0,2 % <=0,10
ConyTcraylowme npumecy BancapTasa - cymma He Gonee 0,7 % <=0,10
KonnuecTteeHHoe coaepxaHue posysacTaTuHa 95 - 105 % OT 3a9BNEHHOrO KONMYecTea 99
KonnuecTseHHoe coaepxanue BancapTaHa 95 - 105 % oT 3asIBNEHHOro KoNM4ecTea 99
PactsopeHue posysactaTuHa He meHee 75 % (Q) ot 3aseneHHoro 97 -100
KonuyecTsa B TedeHne 15 MuHyT
PacTsopenve BancaprtaHa He meree 75 % (Q) ot 3assneHHoro 92 -94

Kosu4ecTsa B TedeHue 15 MuHyT

[anHbin cepTudukaT kayecTsa uMeeT NEKTPOHHYIO NOANUCH.

CepTudmkar coapaH aBToMaTU4eCKv BaNUANPOBAHHON KOMMbIOTEpHON Nporpammoin SAP.




(L4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fara: 21.01.2021
Ctpanwnua: 3/3

Kop Ne: TE0045

BAJTAPOKC, TabneTku, nokpbiTble nneHouHoi o6onoukoit, 20 Mr/80 Mr Ne 30 (10x3) B 6nuctepax
CTpaHa-npoussoguTens: CnoseHus

1 TabneTka, NokpbITas NNeHoYHoN o6onoukoi, coaepuUT 20 Mr po3yBacTaTuHa B BUAE po3yBacTaTuHa Kanbums v 80
MF BarncapTana

nekapcTBeHHas chopma: TabneTkun, NOKpbITbIE NIIEHOUHOK obonoukoi, 20 Mr/80 mr

pasmep v Tun ynakoseku: no 10 TabneTok B Gnuctepe; no 3 6nucrepa B kopobke

Cepus: NK2047 Pasmep cepuu: 1.929 LUT
ata Bupobuuurea: 02.2020 [laTta okoH4YaHus cpoka rogHocTy: 02.2022

Perncrpaumnontoe yaoctosepenmne Ne:
UA - UA/16269/01/02

HaspaHue v agpec npoussoaNTens OTBETCTBEHHOTO 3a BbINyck | NTULEeH3Ns Ha npounsBoacTBo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecTo
mapbeluka uecra 6

HoBo mecto, 8501, CnoseHus

HassaHue nokasartenei Cneundukarms PesynbTaTtbl aHanusos
Mukpo6uonoruyeckas uncrota - O6Liee KOnMUecTso a3pob6HbIX He 6onee 1000 KOE/r *1
Mukpooprainamos (TAMC)

MukpoGuonorudeckas uucToTa - ObLLee KONMYECTBO APOXOKEBOrO M He Bonee 100 KOE/F *1
nnecHesoro rpubka (TYMC)

Mukpobuonoruueckas unctora - Escherichia coli oTcyrcTByeTB 11 *1

*1 TecT NpOBOAUTCA B COOTBETCTBUM C nporpammoit (onucanHoi B AH[)

HacTosimm noareepxaaio, 4To BbiluenpuBeaeHHas MHGOPMaUMs sBNSeTCs AOCTOBEPHON M TOHMHONW. [laHHasa cepws
npoaykuun Gbina nponssepeHa  (BkNovas yNakoBKy/MapKupoBKy) W NPoLLIa KOHTPOMb KAaYecTBa HA BbILLEYKA3aHHOM
yHacTke B NONHOM COOTBETCTBUM C TpeGoBaHNsMN GMP, yCTaHOBNEHHBIMI MECTHBIM PErynATOPHLIM OpraHoMm, a TaKkxe
B COOTBETCTBMM CO cnelucbukaumein percTpaLmoHHOR AOKYMeHTaLmu, yTBEPXAEHHOW B YKpauHe ans  uccnegyemoro
NekapCTBEHHOrO cpeAcTea.  [1poToKonbl NPOW3BOACTBA, YNAKOBKM W KOHTPONS  KavecTsa cepun npoBepeHbl U
COOTBETCTBYIOT TpeboBaHuam GMP.

Cepus BbinyLeHa B COOTBETCTBUN C AencTeyloLleil Bepcueit AH UA/16269/01/02.

[Nata Bbinycka Ha pbIHOK: OTBeTcTBEHHOE NMUO 3a Bbinyck JIC Ha pbIHOK
14.10.2020 Mapuua Bpuap
r;i —
YNPABREHUE KAYECTBOM

KPKA, a.a., Hoso mecto
lWmapbeluka Lecra 6, 8501
CnoseHus

HahHblii cepTUdmKaT Ka4ecTBa UMEET 3NEKTPOHHYIO NOANMCh.
CepTngmkaT cosnaH aBTOMaTUMECKW BanaUPOBaHHON KOMMbIOTepHOM nporpammoin SAP,




JAEPXJIIKCIIYKBA
AEPKABHA CJIYIXXBA 3 JIIKAPCBKHUX 3ACOFBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npocnekT Banepis JloGanoscbkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo sIKiCTb BBE3eHOro B YKpaiHy JIikapchbKoro 3acody

03.02.2021 Ne 3226/21/10

BAJIAPOKC

(naliMeHyBaHHs JikapChKOro 3aco0y 3rinHO 3 peecTpauiiHuM OCBiIYEHHM)
Ta0JIETKH, BKPHTI ILTIBKOBOIO 000/10HK010, 20 Mr/80 mr no 10 Tadserok y 6aicrepi; mo 3
OJsicTepu y xopoomi

(dbopma BuMycKy, 103yBaHHS, BUJ NAKyBaHHS JIKapCLKOTO 3aco0y)

Howmep peectpauiiinoro nocsizuenns UA/16269/01/02 crpok xii peectpaniitnoro nocsiguenns 04.09.2022

Cepis nikapcekoro 3acoby Ne NK2047 Kinexicth BBe3eHOTr0 Mikapchkoro 3acoby 112
Bupo6HuK KPKA, n.1., HoBo Mmecto, CitoBeHis
(naliMeHyBaHHS BUPOGHHKA JiKapCbKOTo 3aco0y, KpaiHa MOXO0IKEHHs)
BaeseHo B YkpaiHy ChijibHe yKpaiHChKO-eCTOHChbKE HiAMPUEMCTBO y GpopMi ToBapHCTBA
3 o0mesxeHol0 BinmoBinanabHicTIO "OnriMa-®apm, JITHA", inenr. xon:
21642228

(naitmenyBanns Ta ko 3a €JIPTIOY 1opuan4HOT ocobu abo npissuine, imM's, no GaTbkosi GizuanOT
0c06H - nifnpueMus, i Miclie IPOKMBAHHS Ta peecTpaliitHuii HoMep 0GNiKOBOT KAPTKH MNATHAKA
nojarkis abo cepis Ta HOMep macnopra)

IpoTokoa BisyansHoro koutposo sin 29.01.2021 Ne 0213/13.

3a pe3yibTaraMd IEPXKaBHOTO KOHTPONIO BCTAHOBIEHO, 1IN0 JKapchbKhif 3aci6 BBe3eHo B VKpaiHy 3
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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Aara : 14.01.2021
Crpannua: 1/3

Kog Ne: 7A6618

BAJIAPOKC, TabneTku, nokpbiTbie nneHoYHoit o6onoukon, 20 Mr/80 Mr Ne 30 (10x3) B 6nucTepax
CTpaHa-npounssoanTenb: Cnosexus

1 TabneTka, NOKpbITas NNeHo4YHon obonoykon, coaepXuUT 20 Mr posyBacTaTHa B BUAE po3yBacTaTWHa kanbums u 80
Mr BancapTaHa

nekapcTBeHHas copma: TabneTku, NOKpbITbIe NNEHOYHOoK o6onoykol, 20 Mr/80 mr

pasmep n Tun ynakosku: no 10 Tabnetok B 6nuctepe; no 3 6nuctepa B kopobke

Cepus: NJ8349 Pasmep cepuu: 445 LUT
[ata supobHuurea: 03.2020 [laTa okoH4aHuA cpoka rogHocTu: 03.2022
PeructpaunoHHoe yaoctoBepeHue Ne:

UA - UA/16269/01/02

L

Ha3ssaHnue n agpec npoussoauTeNs OTBETCTBEHHOMO 3a BbiNycK | JINLEH3Ns Ha Npou3BoACTBO Ne:
cepuum; 800-13/2018-6

KPKA a.a., HoBo mecTto . e s

Limapbelka wecra 6

HoBo mecTo, 8501, CnioBeHus. - s e
HassaHue nokasateneit ) Cneuudukaums PesynbTaThl aHanuaos
Onucaxune TEMHO-DOSOBbIe, KancynosuaHble, cnerka COOTBeTCTByeT

ABOSAKOBbLINYKNbIE, NMOKPLITHIE NNEHOYHON 0GONOUKOIA
TabneTku ¢ rpasupoBkoi «K3» C 0AHOM CTOPOHD.

OAHOPORHOCTL A03MPOBAHHBIX €AMHUL| - ORHOPOAHOCTb COREPXAHUR  3HauYeHWe nokasaTens npueMnemocTy (AV) 2,0
posyBacTaTtuHa cocrasnseT He 6onee 15,0 %

OAHOPOAHOCTb A03MPOBAHHBIX EAVHNL - OAHOPOAHOCTL COAEPXAHUA  3HaueHWe nokasaTtens npuemnemocty (AV) 2,7
Bancaprava cocraenseT He 6onee 15,0 %

WaenmdmkaLms posysacTaTuHa - BO>KX Bpems yaepxuvBanua nuka po3yBacTaTmHa W nuka CootsercTayeT

BancapTaHa Ha XxpoMaTorpaMme MCNbiTYyeMoro
pacTteopa (SaS) CoOTBETCTBYET BPEMEHN
YAEPXKUBAHWUA NWKa posyBacTaTviHa M Nuka
BancapTaHa Ha XxpoMaTorpamme CTaHAApPTHOIO
pacrteopa (SS). Ucneitanne nposoauTes
OAHOBPEMEHHO C 1CNbITaHWeM "KonuvecTsenHoe
coaepxaHue”.

Wnentndpukaums posysactatnHa - TCX:: BepxHee 0CHOBHOE NATHO Ha XpoMaTorpamme CooreeTcTBYET
uenbityemoro pacrtesopa 1 (SaS1) gonxHo
COOTBETCTBOBATb OCHOBHOMY NATHY Ha
XpomarorpamMe cTaHgapTHoro pacrsopa 1 (SS1)
no 3Havenmio Rf.

[aHHbIl cepTugmKaT KauecTBa MMEET ANEKTPOHHYIO NOANKCh.
CepTuchukaT cosaaH aBTOMaTUYECKW BaTMAUPOBAHHON KOMNLIOTEPHOI Nporpammoit SAP.

/L e saon Gy ducreic C 5




CEPTU®UKAT KAYECTBA

(

L4 KRKN

KRKA, d.d., Novo mesto

[fara : 14.01.2021
Crpanuua: 2/3

Koa Ne: 7A6618

CTpaHa-npon3soanTenb. CnoseHuns

MIr BancaptaHa

BAJIAPOKC, TabneTku, nokpbiTbie nneHovHon obonoukon, 20 mr/80 mr Ne 30 (10x3) B Gnuctepax
1 TabneTka, NOKpLITaA NIIeHOUHOW 0Bonoykon, coaepuTt 20 Mr posyBacTaTiHa B BUe posyBacTaTuHa kanbuus u 80

nexapcTBeHHas chopma: TabneTkun, NOKPbITbIE NNeHoYHOW o6ono4kon, 20 Mr/80 mr
pasmep v TUn ynakoeku: no 10 Tabnerok B 6nuctepe; no 3 6nuctepa B kopobke

Cepus: NJ8349

Pasmep cepuu: 445 LUT

[ara BupobHuyrea: 03.2020

JlaTa oKkoHYaHKUsA cpoka rogHoCTH

: 03.2022

PeructpauvoHHoe ygoctosepenue Ne:
UA - UA/16269/01/02 _

cepuu:
KPKA p.a., HoBo mecTo.
Wmapbeiuka yecra 6

Hoso mecro, 8501, CnoBeHusi

Hassahue u afpec npon3soaUTena OTBETCTBEHHOMO 3a BbIMYCK JluyeHsuns Ha npon3soAacTBO Ne;

800-13/2018-6

HassaHue nokasarenen

Cneuudukauus

PesynbTaThl aHanusos

WnenTtncbukaums sancapraHa - BOXKX

nexnTudukaums Bancaptana - TCX

ConyTcTeylowwme npuMecu po3yBacTaTuHa - npumecs B
ConyTcTsylowwme npuMecn posyBacraTuHa - npumecs C
ConyTcTsyiowme npuMecy po3yBacTaTuHa - npumech D
ConyTcTayiolumMe NPUMECH PO3yBacTaTUHA - APYran eANHNYHAS
ConyTcTaylowme npuMecy po3yBacTaTvHa - Cymma
ConyTcrsylowme npumecy BancapTaHa - eAMHUYHaN
ConyTcTaylowme npuMecy BancapraHa - CyMma
KonuuecrseHHoe coaepxaHue posyBacTaTuHa
KonnuectseHHoe coaepxaHue BancapraHa

PacTtBopeHue posyBacTaTuHa

PacTtBopexue BancapTasa

Bpema yaepxuBanmns nuka posysacTaTHa u nuka
BaricapTaHa Ha XpoMaTorpaMme UCnbITYeMoro
pacTBopa (SaS) COOTBETCTBYET BpeMeHN
YAEPXKUBAHUA NWKa posyBacTaTvHa M Nuka
BancapTaHa Ha xpomaTorpaMmme CTaHAapTHOro
pactBopa (SS). UcnbiTaHne npoeoauTca
OAHOBPEMEHHO € McnbiTaHWeM «KonuyecTseHHoe
coaepxaHmer,

HwxHee 0CHOBHOE NATHO Ha XpoMaTorpamme
neneityemoro pacresopa 1 (SaS1) gomkHo
COOTBETCTBOBATh OCHOBHOMY NATHY Ha
XpomaTorpamme CTaHgapTHoro pacreopa 2 (SS2)
no 3HayeHunio Rf.

He 6onee 0,5 %

He G6onee 0,5 %

He 6onee 0,3 %

He Gonee 0,2 %

He Gonee 1,2 %

He Gonee 0,2 %

He Gonee 0,7 %

95 - 105 % OT 3asiBIEHHOrO KONM4ecTsa

95 - 105 % OT 3asIBNEHHOro KonmyecTsa

He MeHee 75 % (Q) oT 3asBneHHoOro

KOnu4ecTsa B TeMeHue 15 MuHyT

He meHee 75 % (Q) oT 3assnexHoro

KOnU4ecTBa B TEYEHNe 15 MUHYT

CootBetcrayet

CooteeTcTBYET

<=0,10
<=0,10
<=0,10
<=0,10
<=0,10
<=0,10
<=0,10
99

98

98 -101

93 -97

[aHHbI CepTUCUKAT KaYecTBa MEET 3NEKTPOHHYIO NOANMC.

CepTudukar cosgaH aBTOMaT4ecky BannanpoBaHHOW KOMNbIOTEPHOI NporpamMmon SAP,




(T KRKN

KRKA, d.d., Novo mesto

CEPTU®OUKAT KAYECTBA

fara: 14.01.2021
Crpannua: 3/3

Kon Ne: 7A6618

BAJTAPOKC, tabnetkn, nokpbiTbie nneHoyHon obonoukon, 20 mr/80 mr Ne 30 (10x3) B Gnncrepax
cTpaHa-npoussoauTenb: CroseHus

1 TabneTka, nokpbiTas nneHo4Hon obonoukon, coaepxut 20 Mr po3yBacTaThHa B BUAE po3yBacTaTUHa Kanbuus u 80
MI BancapraHa

nekapcTeeHHasa copMa: TabneTkn, NoKpbITbie NneHo4YHon obonoykon, 20 Mr/80 mr

pa3smep n TUn ynakosku: no 10 Tabnerok B 6nucrepe; no 3 Gnuctepa B kopobke

Cepus: NJ8349 Pa3mep cepun: 445 LUT
[ara supobHuyrsa: 03.2020 [aTta okoH4yaHuns cpoka rogHocTi: 03.2022

PeructpaumoHHoe ygocTtosepexue Ne:
UA - UA/16269/01/02

HasBaHune 1 agpec npon3BOAUTENS OTBETCTBEHHOTO 3a BbiNycK | JMLleHana Ha nponssoacTeo Ne:
cepum: 800-13/2018-6

KPKA p.a., HoBo mecto . «

Limapbeluka uecra 6 . -
HoBo mecto, 8501, Cnosenus

HassaHue nokasatenen Cneuudmkarus PesynbTaThl aHanu3os
Mukpo6uonorudyeckas unctoTa - Obuiee KoNUYECTBO a3poGHbLIX He 6onee 1000 KOE/r *1
MuKpoopraiuamos (TAMC)

Mukpobuonoruyeckas umctoTa - ObLiee KONUHECTBO APONOKEBOTO U He Bonee 100 KOE/r *1
nnecHesoro rpnbka (TYMC)

Mukpobronoruyeckas uuctora - Escherichia coli oTcyTcTeyeTB 11 *1

*1 TecT NpoBOAMTCA B COOTBETCTBUM C NPOrpamMmon (onncaHHon B AHT)

HacTosiwumm noaTsepxaalo, YTo BbiluenpUBEAEHHANA MHGOPMALMS  ABNSAETCA AOCTOBEPHON W TOMHOW. [laHHas cepwvs
npoAykuun Gbina npousseaeHa (BKNIOYAs YNAaKoBKY/MApKWPOBKY) W MPOLWNA KOHTPOMb KauecTBa Ha BbiLLEYKa3aHHOM
y4acTke B NMOSIHOM COOTBETCTBUM C TpeGoBaHuaMU GMP, yCTaHOBNEHHLIMW MECTHBIM PEryNATOPHBIM OPraHoM, a TaKkke
B COOTBETCTBMM CO Cneuucukalmnein perncTpaumoHHON AOKYMEHTaLMK, YTBEPXKAEHHON B YkpauHe Ans nccneayemoro
nekapcTeeHHoro cpeactsa.  [lpoTokonbi NPOW3BOACTBA, YNAKOBKM W KOHTPONS  KayecTBa Cepuu NpoBepeHbl W
COOTBETCTBYIOT TpebosaHuam GMP.

Cepms BbinylieHa B COOTBETCTBUU C AeUCTBYIOLWeN Bepeuen AH UA/16269/01/02.

[NaTta Bbinycka Ha pbIHOK: OTBeTCTBOHHOE NULIO 3a BbINyck JIC Ha pbIHOK
28.05.2020 Tanst ipHoBLIEK
YMNPABJIEHWE KAYECTBOM

KPKA, a.a., HoBo MecTo
lLimapbeluka tiecra 6, 8501
CnoBeHus

[aHHbIn cepTUdMKaT KayecTBa MMEET SNEKTPOHHYIO NOANMCH.
CepTndukaT cosaaH aBTOMaTUYECKM BanNMAUPOBAHHON KOMMbIOTEPHOI Nporpammon SAP.




JAEPXJIKCIIYXXBA
HEPKABHA CJIIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npocnekT Banepis Jlo6aHoBckkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JPTIOY 37078774

BUCHOBOK
Npo fIKiCTH BBE3€HOro B YKpaiHy JIikapcbKoro 3acoby

02.02.2021 Ne 2369/21/10

BAJIAPOKC
(naiivenyBaHHs nikapcbkoro 3acofy 3rifHo 3 peecTpauiiHuM MOCBi{UE€HHSM)
Ta0.JIeTKH, BKPHUTi ILTIBKOBOI0 000J10HK010, 20 Mr/80 mr o 10 TaéaeTox y Oaicrepi; mo 3
OJticTepn y xopoOui
(dopma BumycKy, n03yBaHHs, BHI NIaKyBaHHS TKapchKoro 3acoy)

Howmep peectpauiiitoro nocsinuenns UA/16269/01/02 ctpox aii peectpauiiisoro nocsinuenns 04.09.2022
Cepis nikapcekoro 3aco6y Ne NJ8349 KinbkicTs BBe3€HOT0 Jtikapcbkoro 3acoby 445

Bupo6Huk KPKA, n.1., Hoso Mecto, CioBenis
(HaiiMeHyBaHHA BUPOGHHKaA JTikapchkoro 3acoby, kpaiHa TIOXOI>KEHHST)

Beeseno B YkpaiHy CrinbHe yKpaiHCEK0-eCTOHChKE MiMPHEMCTBO y dopmi TOBapHUCTBA

3 00mexeHo0 BiMOBinaNBHicCTIO " OnTiMa-®apm, JIT", izenr. kox:
21642228
(nativenyBanns Ta kox 3a CAPTIOY ropuamuusoi ocobu abo npi3BHIIeE, iM's, N0 6aTbKOBI (izHuHOT

0co6H - miAnpueMLs, Ti Micue MPOXHUBaHHS Ta peecTpaiiRHHUit HOMeEP 001iKOBOT KapTKH [IATHUKA
niofarkis abo cepist Ta HOMep nacropra)

IlpoTokon BisyansHoro xourposo Bin 26.01.2021 Ne 0155/14.

3a  pesynbTaTamMM JIepKaBHOrO KOHTPONIO BCTaHOBJIEHO, IO mikapchkui  3aci6 BBe3eHo B Vkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA W00 3a0€3eYeHHs AKOCTI NikapchKHX 3aco0is.
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