JEPXINKCITYXBA
AEPKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMMH Y KHiBCBHKIHN OBJIACTI

npocnekT Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOro B YKpaiHy JIikapchbKoro 3acoby

18.12.2020 Ne 69334/20/10

POKCHIIEP

(HaliMeHyBanHs nikapcbkoro 3aco6y 3riHO 3 PEECTPAHHIM MOCBITMEHHAM)
Ta0JIeTKH, BKPHTI ILTIBKOBOIO 060/108K010, 20 Mr/8 Mr/2,5 mr, mo 10 Taéaerox y Ouiicrepi, mo 3
OaticrepH y KapToHHii KopoOui

(¢opma Bunycky, 03yBaHHS, BUA NaKyBaHHs NiKapchKOro 3aco0y)

Homep peectpauiiinoro nocsinuenns UA/17731/01/03 crpox nii peecrpauiiinoro nocsinuenns 14.11.2024

Cepis rikapcbkoro 3acoby Ne D88810 Kinbkicte BBE3€HOTO NiKapchKkoro 3acoby 10
Bupo6Huk KPKA, n.1., HoBo mecto, CiioBenist
(uaitMenyBarHs BHPOOHHKA NTikapcbKkoro 3acoby, kpaiHa MOXOMXKEHHS)
Baeseno B Vkpainy CninbHe ykpainchKo-ecTOHCHKe MANPUEMCTRO y (opMi TOBapHCTBa
3 obmexenolo BiamoBigaabHicTIo "OnriMa-®apm, JITA", ienr. koa:
21642228

(natimenyBanus Ta kox 3a €JIPTIOY topuanuHoi 0cobu abo npissuLue, iM's, Mo 6aTbKOBI biznunoi
oco6u - ninnpuemu, i Micue NpoXUBaHHs Ta peecTpaLiiiHuii Homep 001ikoBOT KapTKH MaTHHKA
noaarkis aGo cepis Ta HOMep nacropra)

IpoTokon BizyansHoro koutposio Bin 15.12.2020 Ne 4435/4.

3a  pesynbTaTamMu [€pXKaBHOTO KOHTPOJIO BCTAHOBIEHO, IO nikapchkuit  3aci6  BBeseHo B Vkpainy 3
AOTPUMA HHAM BiMOr 3aK0OHO/IABCTBA MO0 3a0€3MEYeHHs AKOCTI TiKapChKUX 3acobiB.

it COJIOIPAN

actynHik Havanbauka Ciryx6u t
(n?é@@aa:Qﬁéﬁd;opféﬁy“ﬁcpmanﬁbm KOHTPOIO) (nianuc) (iniuianum Ta npissume)




(PO KRKA

KRKA, d.d., Novo mesto

CEPTM®UKAT KAYECTBA

fara : 03.12.2020
Crpanunua: 1/4

Koa No: 7D3963 ‘

POKCUNEP, TabneTku, NOKpbITbIE NNEHOYHON 060N04KOM, 20 Mr/8 mr/2,5 mr Ne 30 (10x3) B 6Gnuctepax
CTpaHa-npoussoguTens: CrnoseHus

1 TabneTka coaepxmuT 20 Mr posyBacTaTWHa (B BUAE KanbLusi posyBacTaTiHa), 8 Mr nepuHaonpuna TepT-GyTunammHa
n 2,5 Mr nsganamunga

nekapcTeeHHas opma: TabneTku, NoKpbITbie NAeHouHoH 060104Koi, 20 Mr/8 mr/2,5 mr

pasmep 1 Tun ynakosku: no 10 Tabnetok B Gnuctepe; no 3 Gnuctepa B KApTOHHOM kopobke

Cepusa No: D88810 Pasmep cepuu: 3.532 LUT

arta npoussoacrea: 05.2020 {laTa okoHYaHusa cpoka rogHocTu: 05.2023
PerucrpaunonHoe yaoctosepeHue Ne:
UA - UA/17731/01/03

HassaHve v agpec npoussoauTens oTBETCTBEHHOrO 3a BbiNyck | JInLeHsns Ha nponssoacteo Ne:
cepun: 800-13/2018-6 -

KPKA a.4a., HoBo mecTo .
LWmMapbewka uecta 6

HoBo mecTo, 8501, CnoBeHus

Hassanue nokasatenei Cneundukauusn PesynbTaThl aHanuaos

Onucanne BneaHo pososato-kopuuHessle, kpyrnbie, cnerka CooteetcTBYET
ABOSIKOBLINYKNbIE TAGNETKM, NOKPLITLIE NAEHOYHON
060104KON CO CKOLLIEHHBIMM Kpasmu, ¢
BbirpasnpoBaHHbLIM 3HakoMm. PIR4 Ha ofHoi cTopoHe

Tabnetku
Conyrcryiowme npumecn nepuHaonpuna TepT-6yTunaMmnHa - He 6onee 0,3 % <=0,10
Mpumecsk B (nepuHaonpunar) .
ConyTcTayloume NnpuMeck posysacTaTuHa - Mpumecs RSL He Gonee 0,5 % <=0,10
ConyTcTayiowme npumecy MepuHgonpuna TepT-6yTnamuH - He 6onee 0,2 % <=0,10
Mpumech pukeTonunepasnH, DKP (Mpumecs F)
Conytctaylowme npumecu Mepuugonpuna TepT-6yTnamuH - He Gonee 0,4 % <=0,10
Mpumecs E
ConyTeTsyiowme npumecu NMepuHaonpuna TepT-GyTunamuu - fipyrue  He 6onee 0,25 % <=0,10
€AWHNYHbIE
ConyTctayiowme npumeci MNepuxaonpuna TepT-6yTunamun - Obwee  He Gonee 1,4 % <=0,10
KONM4ecTBO (BKNioYas npumecs B)
ConyTctayloume npumecu NHganamug - Mpumecs B He Gonee 0,3 % <=0,10
ConyTctayiowme npumecy Uiganamug - Opyrue eanHnurbie He 6onee 0,5 % <=0,10
ConytcTaylowme npumecy Unaanamng - O6Luee konuyecTso He 6onee 1,0 % . . <=0,10
npumecei
ConyTcraylowme npumecn PosysactaTuh - Mpumech RSTP13 He 6onee 0,5 % <=0,10
ConytcTaylowme npumecn PosyBacTaTuH - Mpumeck RSA1 He Gonee 0,5 % <=0,10
ConyTcTsylowme npumec PosysacTaTuH - Opyrve eannnuHbie He 6onee 0,2 % <=0,10
ConyTrcTaylowme npumecu PosysacTaTuH - Obuee konuuecTso He Gonee 1,5 % <=0,10

(sknioyas npumecs RSL)

HaHHbii cepTuchukaT kKauecTBa UMEET INEKTPOHHYIO NOANKCE. )
CepTudukar cospaH aBTOMaTMYECKN BANNANPOBAHHOM KOMMbIOTEPHON NporpaMmoi SAP.

Do wfpgt 6 cp12 Ao O




(L4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Oara: 03.12.2020
Crpanunya: 2/4

Koa No: 7D3963

POKCUNEP, TabneTkn, NOKPbITbIE NIEHOYHON 0BonouKoM, 20 Mr/8 Mr/2,5 Mr Ne 30 (10x3) B 6nucrepax
CTpaHa-npoussoanTens: CnoBexus

1 TabneTka cogepxut 20 mr posyBacTaTuHa (B Buae kanbuus posyBacTatuHa), 8 mr NépuHgonpuna Tepr-6yTunamuna
W 2,5 Mr uHganamuga

nekapcTeeHHas ¢opma: TabneTku, NOKPbITbIE NNEHOYHOI 06onoYKoi, 20 Mr/8 Mr/2,5 mr

pasmep u Tun ynakosku: no 10 TabneTok B 6nuctepe; no 3 Bnuctepa B kapToHHOM KopoBke

Cepusa No: D88810 Pasmep cepun: 3.532 LUT

ara npoussogcrea: 05.2020 Hara okoHuanus Cpoka rogHocTn: 05.2023
PeructpauvonHoe YAocToBepeHue Ne:
UA - UA/17731/01/03

Hassahnue u agpec NpON3BOANTENS OTBETCTBEHHOrO 33 Bbinyck | JInueHans Ha npous3BoacTBo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecTo
Wmapbelwka yecra 6

HoBo mecro, 8501, CnoBeHus

Hassanue nokasareneis Cneuudukanus PesynbTaThl aHanuaos

Waentudbmkayma nepuHaonpuna Tepr-6yTunammua - YBIXX Bpewms yaepxusanus nuka nepwuHaonpuna Ha Coorsercrayer
XpoMmatorpamme MCnsITyeMoro pactBopa (SaS)
AONXHO COOTBETCTBOBATL BpeMeHy YAepXusanus
nWka nepuHACNpUNa Ha xpomarorpamme
CTaHAapTHoro pacTeopa (SS)
WaenTtudbukayms NeépuHAONpUNa TepT-6yTunamuna - TCX MNaTHo Ha XpomaTtorpamme ucnbiTyemoro pacteopa CoorseTcrayer
1 (SaS1) gomkHo COOTBETCTBOBATL NPUMEPHO
3HaveHno Rf u UBETY nATHa Ha XpomaTtorpamme
CTaHaapTHoro pacﬂaopa 1(881)
WaenTudmkayus WHAanamuaa - YBIXKX Bpems yaepxusaHus nuka nHaanammnaa Ha Cooteetcrayer
Xpomarorpamme ncnbITyemoro pactsopa (SaS)
AOMKHO COOTBETCTBOBATL BpeMeHU YAepXuBaHus
fka UHRanaMuaa Ha xpomatorpamme
CTaHRapTHOro pacTeopa (SS)
Waentndukauus WHAanamuaa - TCX NaTHo Ha xpomaTorpamme ucnsityemoro pa'CTBOpa CootseTcrayer
1(SaS1) gonxro cooTeeTcraoraTs NPUMEPHO
3HadeHuio Rf nATHa Ha xpoMaTorpamme
CTaHAapTHOro pacTeopa 2 (SS2)
Maentudbmkaums posyBacTtaTuHa - YBIMX Bpems yaepxusanus nuka PosyBacraTuHa Ha CootseTctayer
Xpomatorpamme UcnbITyemoro pacTBOpa (SaS)
AOIMKHO COOTBETCTBOBATL BpeMeHu YAEpXKuBaHus
Nka po3ysacraTiHa Ha xpomaTorpamme
CTaHAapTHOro pacteopa (SS)

LaHHbiit cepTudukaT kavecTsa UMEEeT 3NeKTPOHHYI0 NoANKUCH. .
Ceprudumkar cosgan aBTOMaTN4eCKU BannaupoBarHoN KOMNbLIOTEPHON nporpammoii SAP.




CEPTU®UKAT KAYECTBA

Hara: 03.12.2020
CrpaHnuuya: 3/4

(L4 KRKN

KRKA, d.d., Novo mesto

Koa No: 7D3963

CTpaHa-npoussoguTens: CnoeeHus

1 2,5 Mr nHganammga

POKCUNMEP, TabneTkun, NoKpbITbie NNEHOYHOIM o6onoukoit, 20 mMr/8 mr/2,

nekapcTeeHHan thopma: TabneTku, NOKPbITbIE NIEHOYHOI oBonoukoit, 20 Mr/8 mMr/2,5 mr
pasmep u Tun ynakosku: no 10 TabneTok B 6nucrepe; no 3 6nucrepa B KapTOHHOM kopobke

5 mr Ne 30 (10x3) B 6nucrepax

1 Tabnetka copepxuT 20 Mr posysacTaTuHa (s Buge Kanbuua posysacTaTuHa), 8 Mr nepuHgonpuna TepT-6yTunamuHa

Cepus No: D88810

Pasmep cepun: 3.532 WIT

ara npoussoactea: 05.2020

flata okoH4aHus cpoka rogHoctun: 05.2023

PeructpauvonHoe yaoctosepenue Ne:
UA - UA/17731/01/03

HassaHue v agpec npoussoguTens OTBETCTBEHHOrO 3a BbiNyCK | JInLeH3nsi Ha Npou3BoACTBO Ne:

cepum; 800-13/2018-6

KPKA n.a., HoBo mecto

Wmapbewka yecra 6

Hogo mecTo, 8501, Cnosenus
HasBaHue nokasatenein Cneundpukauyms PesyneTathl aHanusos

MaexTndukayus posyacratuna - TCX

OAHOPOAHOCTb A03MPOBaHHBIX EANHML, - OAHOPOAHOCTb COAEp)aHus
nepuHAoNpuna TepT-6yTunamuHa

OAHOPOAHOCTL A03MPOBAHHBIX €ANHWL - OAHOPOAHOCTL COAlepPXaHNs
WHaanammaa

OAHOPOAHOCTL 403MPOBAHHBIX EANHUL - OAHOPOAHOCTL COAEPKAHNS
po3yBacTaTuHa

KonuuectseHHoe onpeaenetue nepuHaonpuna TepT-6yTUnamuna
KonuuectseHHoe onpeaenexne MHAanamuaa

KonuyecraenHoe onpepenenme posysacraruna

Pactsopenue nepungonpuna TepT-6yTUnamMuHa

Pactsopenue niganamupa
PacteopeHue posysacraTuna

MukpoBnonornyeckoe kauecTso - Obuwee konuyecteo a3po6HbIxX
MuKkpooprainsmos (TAMC)

Mukpobuonoruyeckoe kauecrso - Obuiee konMuecTso nnecHeBbIX 1
ApoxokeBbix rpu6os (TYMC)

Mukpo6uonoruueckoe kauecTso - Escherichia coli

MaTHo Ha xpomaTtorpamme ucnbITyemoro pacreopa

1(SaS1) gomxkHo cooTseTcTBOBATH npumepHo
3HadeHmio Rf naTHa Ha xpomaTtorpamme
€raHpapTHoro pacteopa 3 (SS3)

3Havenne nokasarens npuemnemocTy (AV)
cocraensieT He Gonee 15,0 %

3Hauenne nokasatens npuemnemocTy (AV)
cocrasnseT He Bonee 15,0 %

3HayeHue nokasartens npnemnemoctu (AV)
cocraBnseT He Gonee 15,0 %

95,0 % - 105,0 % ot 3asBReHHoro KonuyecTsa
95,0 % - 105,0 % oT 3aseneHHoro KOnuyecTsa
95,0 % - 105,0 % oT 3asBNeHHOro Konuuecrea
He menee 80 % (Q) oT 3asBneHHoro
konuuecTsa b TeyeHune 15 MuHyT

He menee 75 % (Q) ot 3assneHHoro
konuyectsa B TeueHne 45 MuHyT

He menee 80 % (Q) ot 3asenenHoro
konudecTsa B TeueHne 15 MuHyT

He 6onee 1000 KOE B 1 .

He 6onee 100 KOE B 1 r.

OoTCyTCTBYETB 11

CooTseTcrayer

3,5

3,7

45
100,1
99,5
101,4
98 -102
90 -95
96 -99
<10

<10

Cootsetcreyet

*1

*1

*1

*1 Tecr NPOBOAUTCA B COOTBETCTBUM C nporpammon (onucanHoih B AH[]

)

HaHHbiit cepTudukaT kavecTsa umeer 3NEKTPOHHYI0 NOANWCE.

CepTudukar cosgaHn asToMaTuyeckm BanMAMpoOBaHHON KOMNLIOTEPHON NPOrPamMMoi SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

fara: 03.12.2020
Crpanuua: 4/4

Koa No: 7D3963

POKCMUIEP, TabneTku, NOKpbITbie NNEHOYHOIA obonoykoi, 20 mMr/8 mr/2,5 mr Ne 30 (10x3) B 6nucrepax
cTpaHa-npoussoguTens: CnoseHus

1 TabneTka coaepxuT 20 Mr posyBacTaTuHa (B BUAE KanbLMA posyBacTaTuHa), 8 Mr nepuHaonpuna TepT-6yTunammuHa
1 2,5 Mr vipaanamupa :

nekapcTBeHHaa opma: TabneTkn, NOKpbITbie NNEHOYHON 06onoukoi, 20 MI/8 Mr/2,5 mr

pasmep 1 TUn ynakoBku: no 10 TabneTtok B 6nnctepe; no 3 6nuctepa B KapTOHHOM Kopobke

Cepwusa No: D88810 Pasmep cepun: 3.532 WIT
[ata npoussogcrea: 05.2020 [laTa okoHYaHus cpoka rogHocTu: 05.2023

PeructpaunonHoe yaocrosepenne Ne:
UA - UA/17731/01/03

HassaHue 1 agpec NnpoussBoANTENA OTBETCTBEHHOTO 3a BbiNycK | JlnueHana Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecTto
Uimapbewka uecra 6

Hoso mecTo, 8501, CnoBeHus

Hacroswum noaTeepxaalo, YTo BbiluenpuBeeHHas MHoOpMaUns SBNseTcs AOCTOBEPHON W TO4HOW. [laHHas cepus
npoAykummn Gbina npoussegeHa (BKMOYas yNakoBKy/MapKMPOBKY) W NpOLUNa KOHTPONb KayecTBa Ha BbllLeyKka3aHHOM
y4acTke B NOSIHOM COOTBETCTBUM C TpeGoBaHUAMN GMP, yCTaHOBNEHHBIMU MECTHLIM PEryNSTOPHLIM OPraHoM, a TaKke
B COOTBETCTBAM CO CneunduKaLMen perncTpaumnoHHo! AOKYMEHTaLMK, YTBEPXAEHHON B YKpauHe Ans uccnegyemoro
nekapcTBeHHOro cpeacTea.  [poTokonbl NPOM3BOACTBA, YNAaKOBKM W KOHTPOMS — KayecTBa CepuUM NpoBEpPeHbl M
COOTBETCTBYIOT TpeboBaHnam GMP.

Cepwus BbiNyweHa B COOTBETCTBUM C AeNCTBYIOWE Bepcueit AH UA/17731/01/03.

[laTa Bbinycka Ha pbIHOK: OTBeTCTBEHHOE N0 33 BhiNyck IIC Ha puiHOK
23.06.2020 Tansa [ipHoBLuek
YNPABNEHWE KAYECTBOM

KPKA, a.a., Hoso mecTto
Wmapbeluka yecra 6, 8501
CnoseHus

[NaHHbil cepTUdnkaT kayecTsa UMEET 3NEKTPOHHYIO NOANNUCH.
CepTudmkar co3pan asTOMaTUMECKN BaNWANPOBAHHOW KOMNBIOTEPHO| Nporpammon SAP.
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