(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

[ara: 26.11.2020
CrtpaHuua: 1/5

Koa No: 7D6536

AYOBUT®, kombGu-ynakoska: Ne 40 (10x4)(TabneTkn, nokpbiTble OGONOMKOW, kKpacHoro useta Ne 5 + TabneTkw,
nokpbITble obonoukon, ronyboro useta Ne 5) B 6nuctepax Ne 4

CTpaHa-npounssoauTens: CrioBeHns

1 kpacHas TabneTka coaepxuT: ButamnHa A 5000 ME; sutamuna D3 200 ME; Butamnna C 60 mr; Butamuna PP 13 mr;
BUTamuHa E 10 Mr; kanbuma naHToTeHata 5 Mr; ButamuHa B6 2 mr; BuTamuHa B2 1,2 Mr; BuTamuHa B1 1 Mr; KUcnoTsl
conuesont 0,4 mr; BuTamuHa B12 3 mkr; 1 rony6as Tabnetka coaepxuT: mariusa 20 mr; kansums 15 mr; coccdopa 12 mr:
xenesa 10 mr; uvkka 3 Mr; meam 1 mr; maprasua 1 mr; monubaena 0,1 mr

nekapcTBeHHasi popma: TabneTkn, nokpbiTbie 06ONOYKOHA pa3Mep U TN ynakoBku: 5 TabneTok kpacHoro LgeTa u 5
Tabnetok rony6oro useta B 6nuctepe; no 4 Gnuctepa B kopobke.

Cepusi No: L94507 Pasmep cepuu: 19.348 LUT

[fata npoussogcrea: 11.2020 [laTa okoHYaHuA cpoka rogHocTu: 11.2022

PeructpaumorHoe ygocToBepeHne Ne:
UA - UA/4077/01/01

HassaHue v agpec nponssoguTens OTBETCTBEHHOrO 3a BbiNyck | JInLeHauns Ha npoussoacTeo Ne:
cepuum; 800-13/2018-6

KPKA n.a., HoBo mecTto
LLimapbelwka yecra 6

HoBo mecTo, 8501, CnoBexnus

HaseaHwve nokasatenei Cneundukauus PesynbraTbl aHanuaos

Onucanue (BUTaMUHbI) Teepable rnaakve kpacHble TabneTku, NoKpbITbie CooTseTcTBYET
060N04KON, C KMUCNO-CRaAKUM BKYCOM 1
BO3MOXHbIMW BKpanneHMamm Ha NOBEPXHOCTU.

OAHOPOAHOCTL MACChl - BUTAMUHbI He 6onee 2 na 20 TabneTok MOTyT OTKNOHATLCR CoorBercTBYyeT
0T cpefHen Macchl 6onee yeM Ha = 10 %, 1 HK
OAHa TabneTka He MOXET OTKMOHATLCA OT
cpeaHew macchl Gonee yem Ha + 20%.

PacnapaemocTb (BUTaMuHbI) He Gonee 60 MuHyT B BOAE NpKU 10-12
Temnepatype 37 °C £ 2 °C

Onucanve (MuHepans) Teepable rnagkve ronybble TabneTku, NOKpbIThie CooTseTrcTByeT
0601104K0# C BO3MOXHBIMU BKPANNEHUSMU Ha
NOBEPXHOCTH.

OAHOPOAHOCTb Macchl — MUHEpans! He Gonee 2 u3 20 TabneTok MOryT OTKNOHATLCA CooTBeTcTBYET

OT cpeAiHen macchbl 6onee 4eM Ha £10 %, U Hn
oAHa TabneTka He MOXET OTKNOHATLCSA OT
cpeaHen macchi 6onee yem Ha + 20%.

PacnapaemocTtb (MuHepans!) He 6onee 60 MuHyT B Boae npwn 11-11
Temnepartype 37 °C £ 2 °C
NaeHTnomkaLms pubodnasuHa - BaMXX Bpems yaepxusaHua nuka pubonasuHa Ha CootBeTcTBYET

XpoMaTorpamMe UCnbiTyemoro pactasopa (Sas)
AOMKHO COOTBETCTBOBATH BPEMEHU YAEPKMBAHUA
nuka pubodnasnHa Ha XxpomaTorpamme
cTaHaapTHoro pacrsopa (SS).

[aHHbIA cepTUdUKaT Ka4eCTBa UMEET SNEKTPOHHYIO NOANMKUCH. )
CepTndukaT co3naH aBTOMaTUMECKM BanMaMpOBaHHON KOMNbIoTEPHOW NporpaMmoi SAP,
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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fNata: 26.11.2020
Crpanuua: 2/5

Koa No: 7D6536

AYOBUT®, kombGu-ynakoska: Ne 40 (10x4)(tabneTkn, nokpbiTbie 0OBGONMOMKON, kKpacHoro useta Ne 5 + TabneTku,
nokpbiThie obonoykon, ronyboro useTa Ne 5) B 6nimctepax Ne 4

cTpaHa-npoussoauTens: CnoseHus

1 kpacHas TabneTka coaepxuT: BuTamnHa A 5000 ME; Butamuna D3 200 ME; sutamuHa C 60 Mr; ButamuHa PP 13 mr;
BUTamnHa E 10 Mr; kanbuma naHToTeHata 5 Mr; ButamnHa B6 2 mr; ButamuHa B2 1,2 Mr; BuTamuHa B1 1 Mr; Kucnotsi
¢honmesoir 0,4 mr; BuTamuHa B12 3 mkr; 1 ronyGas Tabnetka cogepXuT: marHus. 20 mr; kanbyms 15 Mr; chocchopa 12 mr;
xenesa 10 mr; unHka 3 Mr; megm 1 Mr; mapradua 1 mr; monnbaena 0,1 Mr

nekapcTeeHHas copma: TabneTku, NoKpbITbie 06OMNoYKoi pasMep M TR ynakosku: 5 TabneTok kpacHoro useTa U 5
Tabnetok rony6oro useta B 6nuctepe; no 4 6nuctepa B kopobke.

Cepust No: L94507 Paamep cepuu: 19.348 WUT

[ata npounssogctea: 11.2020 [Hara okoH4anus cpoka rogHocTn: 11.2022

PeructpauvonHoe ygoctosepeHrne Ne:
UA - UA/4077/01/01

Ha3sBaHnue v agpec npousBoauTeNns OTBETCTBEHHOrO 3a Bbinyck | JINLeH3ns Ha nponasoacTeo Ne:
cepuum: 800-13/2018-6

KPKA na.a., HoBo mecTo
Limapbelwka uecra 6

Hoso mecTo, 8501, CnoseHus

HassaHue nokasarenei Cneuundmkaums PesynbTarsl aHanuaos

WaeHTndurkaumsi nupuaokcuHa - BOMX Bpems yaep>kmBanua nuka NnupugokcuHa Ha CooTBeTCcTBYET
XpomaTtorpaMmme UcnbITyemoro pacrsopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMEHM Y1€PXUBAHUA
nvka NUPMAOKCHHA Ha xpoMaTorpamme
CTaHaapTHOro pacTteopa (SS).
MaeHTudrkaums HukoTMHaMuaa - BOXX Bpems yaepxuBaHna nuKa HUKOTMHaMnAa Ha CoorsetcTByeT
XpomaTorpamMe UCnbITyemMoro pactesopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMEHW YAEPXUBAHUSA
nuKa HUKOTMHamMWUaa Ha XxpoMaTtorpaMme
CTaHAapTHOro pacTteopa (SS).
Unentudmkaumns a-tokocbepona auerara - BOXX Bpems ynepxuvsaHus nuka Tokodepona auevataHa  CooTeeTcTByeT
XpOMaTorpaMme UCibLITYyeMoro pacteopa petTuHona
nanbMuTaTa u a-Tokocbepona auerata (SaS A u
E) AonkHO COOTBETCTBOBATL BPEMEHN
YAEpPXuBaHuA nNuka Tokodepona aueTara Ha
XpomaTtorpamme CTaHaapTHOro pacTeopa (SS).
MaeHTnukauma umaHokobanamuHa (Yepes kobanbT) - UCIM-MC Macc — cnekTp craHaapTHoro pacreopa Co CoortBeTcTBYyeT
COOTBETCTBYET CNEKTPY UCMNLITYEMOrO pacTBopa
Npy aToMHOM eanHuLe maccol (AEM) 59,
Waentudpmkauma petmHona nansmuTarta - BOMX Bpema yaepxuBaHua nuka peTuHona nansMuTaTta CooTteeTcTBYET
: Ha xpomartorpamme UCnbiITyeMoro pacTsopa
peTuHona nanbmuTaTa u a-rokodepona auertarta
(SaS A 1 E) A0MKHO COOTBETCTBOBATL BPEMEHM
YAEPXMBAHWA NUKa peTUHONA NanbMWUTaTa Ha
XpomaTorpamme CTaHgapTHoOro pacrasopa (SS).

[laHHbIA cepTMUKaT KauecTBa UMEET SNEKTPOHHYIO NOANMKCD. ) .
CepTudmkaT co3aH aBTOMaTU4ECKU BaNMANPOBAHHON KOMNLIOTEPHOW Nporpammon SAP.




(T4 KRKA

CEPTUOUKAT KAYECTBA KRKA, d.d., Novo mesto

Nata : 26.11.2020
CrpaHnuua: 3/5

Kog No: 7D6536

AYOBUT®, kombu-ynakoska: Ne 40 (10x4)(tabneTkn, nokpbiTble 0BONOMKONA, KpacHoro useta Ne 5 + TaBneTku,
nokpbiTble obonoykoi, ronydoro ueTa Ne 5) B Gnuctepax Ne 4

CTpaHa-npoussoguTens: Cnosexus

1 kpacHas Tabnetka coaepxuT: BuTammHa A 5000 ME; sutamuna D3 200 ME; sutamuta C 60 mr; Butamuna PP 13 mr;
BUTamuHa E 10 Mr; kanbuus naHToTeHata 5 Mr; BuTamuha B6 2 mr; BuTamuHa B2 1,2 mr; Butamuba B1 1 Mr; KUcnoTbl
¢onuesoit 0,4 mr; BuTammHa B12 3 mkr; 1 rony6as Tabnetka cogepxuT: Marins 20 Mr; Kanbuus 15 Mr; thocdpopa 12 mr;
xenesa 10 Mr; umHka 3 Mr; Meav 1 Mr; mapradua 1 mr; monubaena 0,1 Mmr

nekapcTeeHHas chopma: TabneTkn, NokpbIThie 06OMOYKoN pasmep M TN YNakoBkU: 5 TaBneTok KpacHoro useTa u 5
Tabnetok rony6oro yseta B 6nuctepe; no 4 GnucTepa B Kopobke.

Cepus No: L94507 Pasmep cepun: 19.348 LUT

ara npoussogcTea: 11.2020 [JaTa okoH4yaHus cpoka rogHocTu: 11.2022

PerucrpaumoHHoe yaoctosepenmne Ne:
UA - UA/4077/01/01

Ha3ssaHue v agpec npoussoauTens oTBETCTBEHHOrO 3a BbiNyck | JIMLEH3NA Ha NpoussoacTBo Ne:
cepun: 800-13/2018-6

KPKA n.a., HoBo mecTo
LLUmapbewka yecra 6

HoBo mecTo, 8501, CnoBexnus

HassaHue nokasateneit Cneundmkanus PesynbTaThl aHanunsos

MaeHTumkaums naHTOTEHOBOM KUCNOThE - BAOMKX BpeMsi yaepxvBaHuA nuka NaHTOTEHOBOW KUCNOTbI CooTteetcTBYET
Ha XpomaTtorpamMe UCNbITYyEMOro pacTteopa (Sas)
AO/MKHO COOTBETCTBOBATL BPEMEHW Y€ PXUBAHUS
nnKa NaHTOTEHOBOW KUCNOThI Ha XpOMaTorpamme
CTaHAapTHOro pacTtsopa (SS).
aeHTudbmrkaums ackopGUHOBOM KUCNOTHI - BAXX Bpems yaepxusanua nvka _acxop6wndaoﬁ KUCNOTbI CoorBeTtcTRYET
Ha Xxpomarorpamme MCnbITYyeMoro pacTeopa (SasS)
AOIMKHO COOTBETCTBOBATL BPEMEHU YAEPXKMBAHUA
nuka ackopGUHOBO KMCNOTE! HA XPOMATOrpaMMe
CTaHaapTHOro pacTeopa (SS).
Waentndukaums Tnammna - BOXX Bpems yaepxuBaHus nuka TMaMUHa Ha CoorBeTcTBYET
XpomartorpamMe UCNbITyemoro pactsopa (Sas)
AONXHO COOTBETCTBOBATL BPEMEHU yAEPXUBaAHUA
TMKa TMamuHa Ha XpomaTorpaMme CTaHgapTHOro
pacTsopa (SS).
neHnTudbukaums xonekansungepona - BOX Bpemsa yaepxusanmna nuka xonekanbumcepona Ha CooTBeTcTBYET
XpomartorpaMMme ucnbityemoro pacrsopa D3 (SaS
D3) ponkHO COOTBETCTBOBATL BPEMEHN
YAEPXNBaHNA NWka xonekansundepona Ha
XpomaTtorpaMme ctaHaapTHoro pacTteopa (SS)
NaeHTudmkaums kmcnotel gponveson - BOMXX Bpems yaepxuBaHusi Nuka KUCNoTbl honvesoi Ha CooTseTcTBYET
XpomaTorpamme UcNbITyemoro pacrsopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMERMN YAEPXKNBAHNA
nuKa KUcnoTbl (pONMEBOIA Ha XpomaTorpamme
craHfapTHoro-pacrasopa (SS)
KonuyecTBeHHOE cofepXaHve TuamvuHa HuTpaTa (BUTamuH B.) 90,0 % - 150,0 % OT 3asBNEHHOro KoNUYecTsa 104,6

[1aHHbIA CEpTUMKAT Ka4YeECTBA UMEET 3NEKTPOHHYIO NOANUCD. ] ]
CepTuchukaT co3gaH aBTOMaTU4ECKU BaNnUMANPOBAHHOM KOMNLIOTEPHON Nporpammoi SAP.




(T4 KRKA

CEPTUDOUKAT KAYECTBA KRKA, d.d., Novo mesto

Hara: 26.11.2020
Crpanuua: 4/5

Koa No: 7D6536

AYOBUT®, kombu-ynakoska: Ne 40 (10x4)(TabneTku, nokpbiTble OGONOUKONA, KpacHoro usera Ne 5 + TabneTku,
nokpbiTelie obonoukon, ronyboro useta Ne 5) B 6nuctepax Ne 4

cTpaHa-npounssogutens: CrnoBeHus

1 kpacHas Tabnetka coaepxuT: BuTamnHa A 5000 ME; Butamuna D3 200 ME; sutamuHa C 60 Mmr; BuTamuHa PP 13 MT;
BuTamuHa E 10 mr; kanbuna naHToTeHaTa 5 Mr; BuTamuHa B6 2 mr; Butamuia B2 1,2 mr; Butamuna B1 1 M, KUCNOTbI
¢ponueson 0,4 mr; BuTamuHa B12 3 mkr; 1 rony6as Tabnetka cogepxuT: Marina 20 Mr; Kanbuus 15 mr; doccpopa 12 wr;
xenesa 10 mr; unHka 3 mr; meam 1 Mr; mapradua 1 mr; monubaena 0,1 mr

nekapcTBeHHas copma: TabneTku, NoKpbIThie 0BOMOYKON pasmep M TN ynakoBku: 5 TaBneTok KpacHoro useTa u 5

TabneTok rony6oro LseTta B 6nuctepe; no 4 6nuctepa B kopobke.

Cepus No: L94507

Pasmep cepun: 19.348 LUT

[fara npoussoacrtea: 11.2020

flata okoHYaHus cpoka rogHocTh: 11.2022

PerucrtpauvonHoe ynoctoBepeHue Ne:
UA - UA/4077/01/01

Haseanue u agpec nponssoauTens OTBETCTBEHHOro 3a BbINyCK ﬂMLleHSVlﬂ Ha Npou3BOACTBO Ne:

cepuun: 800-13/2018-6

KPKA a.a., HoBo mecto

LLimapbelwka yecra 6

HoBo mecTo, 8501, CnosexHus
HasaHue nokasarenei Cneundukauns PesynbraThl aHannsos
KonuuectsenHoe coaepxanve pubocnasuHa (BUTamMuH B.) 90,0 % - 150,0 % OT 3a8BIIEHHOrO KONMYECTBa 105,2
KonunyecTtsenHoe coaepxanne NUpUAOKCHHa I/X (BUTaMuH Bs) 90,0 % - 150,0 % OT 32sBNEHHOro KONMYECTBa 105,4
KonuuecTeeHHoe coaepxaHue HUKOTUHamnaa 90,0 % - 150,0 % OT 3aA9BNEHHOTO KOrnyecTsa 107,3
KonuuecrseHHoe copepxanme a-Tokodepona auerara (sutamud E) 90,0 % - 165,0 % OT 3asBNEHHOrO KoNu4ecTsa 103,1
KonuuecrtsenHoe coaepxaHne KNCNOTbl ackopbrHOBOWM (BUTaMuH C) 90,0 % - 150,0 % OT 3asIBNEHHOMO KONUYecTBa 102,9
KonuyecTBeHHoe coaepXaHne KansLUmMsa naHToTeHaTa 90,0 % - 150,0 % OT 3asIBNEHHOTO KONMYecTBa 125,6
KonnuecTseHHoe coaepxaHue KUCNoTbi honnesomn 90,0 % - 150,0 % OT 3aABNEHHOro KONWYECTBa 135,6
KonuuecTseHHoe cofepaHue xonekansumdepona (BUTammH Da) 90,0 % - 165,0 % OT 3aABIEHHOTO KONUYecTBa 100,5
KonuuectsenHoe coagepxanne umaHokobanamuna 90,0 % - 150,0 % OT 3asiBNEHHOro KonuuyecTsa 115,1
KonnuectseHHoe copepxanne BuTammnHa A 90,0 % - 165,0 % OT 3aABNEHHOr0 KONMYeCTBa 111,3
KonuyecTeeHHoOE cogepxxaHne MarHns 90,0 % - 125,0 % OT 3aABIIEHHOrO KONMYeCcTBa 101,6
KonuuecTseHHoe coaepxaHne Kanbums 90,0 % - 125,0 % OT 3asBNEHHOro KonuyecTsa 98,6
KonuuectseHHoe coaepxanue xenesa 90,0 % - 125,0 % OT 3aABNEHHOTO KONUYECTBa 96,9
KonuyecTseHHOe coaepXxaHne UMHKa 90,0 % - 125,0 % OT 3a8BNEHHOro KONMYecTsa 103,9
KonnyectseHHoe coaepxaHue meamn 90,0 % ~ 125,0 % OT 3asABNIEHHOIO KoNMyecTsa 102,8
KonuuectsenHoe coaepxaxue MapraHua 90,0 % --125,0 % OT 3asiBNEHHOIO KONMYecTBa 104,0
KonuuyecTserHoe coaepxanmne tochopa 90,0 % - 125,0 % OT 3asBNEHHOIO KONMYECTBa 99,4
KonnuecrseHHoe coaepxaHne MonnbaeHa 90,0 % - 200,0 % OT 3aABNEHHOrO KonuyecTsa 116,2

Mukpo6uonornyeckoe kauecTso - O6LUee KONMYEeCTBO aapobHbIX He Gonee 1000 KOE B 11 *1
MUKpoopraHnamos (TAMC) (BuTamuHbl)
Mukpobuonoruyeckoe kauecTBo - OBLUee KONMHECTBO APOXOkeBbIX U He Bonee 100 KOEB 11 *1
nnecHesbIx rpnbos (TYMC) (BUTaMUHbI)
MukpoGuonoruyeckoe kavuecTso - Escherichia coli (BUTammHbI) AOMKHbI OTCYTCTBOBaTb B 1 1 *1
MukpoGuonoruieckoe kauecTso - ObLyee KONMYECTBO a3POBHLIX He Gonee 1000 KOEB 11 *1

MukpoopraHnamos (TAMC) (MuHepani)

[laHHbIA cepTMmnKaT KayecTBa UMEET 3NEeKTPOHHYI0 NOANUCD.

CepTundukat co3gaH aBTOMaTMyecky BanuanpoBaHHON KOMNLIOTEPHOW NporpaMmon SAP.




(T4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

[fara: 26.11.2020
Ctpanuua: 5/5

Koa No: 7D6536

AYOBUT®, kombu-ynakoska: Ne 40 (10x4)(tabneTkn, nokpbiTble OBGONOMKOW, KpacHoro useta Ne 5 + TabneTku,
nokpbiTbie obonoykon, ronyboro useta Ne 5) B Gninctepax Ne 4

cTpaHa-npoussogutens: CnoBexlns

1 kpacHas Tabnetka coaepxuT: BuTammHa A 5000 ME; Butamuna D3 200 ME; sutamuna C 60 mr; ButamuHa PP 13 mr;
BuTamuHa E 10 mr; kanbuua naHToTeHaTa 5 mr; BuTamnHa B6 2 mr; ButamuHa B2 1,2 Mr; ButammHa B1 1 Mr; kucnotsl
¢onuesont 0,4 mr; BuTammnHa B12 3 mkr; 1 rony6as TabneTka cogepxuT: Marins 20 Mr; kanbuus 15 Mr; docchopa 12 mr;
xenesa 10 mr; umHka 3 Mr; meau 1 mr; mapradua 1 mr; monudaeHa 0,1 mr

nexkapcTBeHHas copma: TabneTkn, NOKpbITbie 0BONOYKON pasMep M- TUN ynakoBku: 5 TabneTok KpacHoro useTa u 5
Tabnetok rony6oro yseta B GnucTepe; no 4 6nmctepa B KOpobKe.

Cepus No: L94507 Pasmep cepun: 19.348 LUT

aTta npoussoacTtea: 11.2020 [laTta okoH4yaHus cpoka rogHocTu: 11.2022

PerucrpaunoHHoe ygoctoBepenue Ne:
UA - UA/4077/01/01

HassaHnue 1 agpec nponssoauTens OTBETCTBEHHOrO 3a Bbinyck | Slulensna Ha npoussogcTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
LLimapbelrka uecra 6

Hoso mecTo, 8501, CnoBeHusi

HassaHue nokasatenei Cneundmkanusn PesynbraThl aHanusos
Mukpobuonoruyeckoe kauecTBo - OBLLee KONMYECTBO APONOKEBLIX U He Gonee 100 KOEB 11 *1
nnecHesbIx rpubos (TYMC) (MuHepanb)

MukpoGuonorudeckoe kavecTso - Escherichia coli (MuHepansi) AOMKHBI OTCYTCTBOBATL B 1T ' *1

*1 TecT NpoBOAWTCA B COOTBETCTBUM C NPOrpamMmon (onucanHon 8 AHL)

HacToswmm noaTsepxAalo, YTO BbILLENPUBEAEHHES MHAOPMAUNS SBRAETCA AOCTOBEPHOM W TouHOW. [aHHas cepus
npoAykuun Bbina nponsseneHa (BKMOYAA yNakoBKy/MapkUpOBKY) U NPoOLUNa KOHTPONb KayecTea Ha BblLLUEYKA3aHHOM
y4acTtke B NONHOM COOTBETCTBUM C TpeboBaHusMM GMP, yCTaHOBNEHHLIMU MECTHBIM PErynsTOPHLIM OPraHoM, a TaKke
B COOTBETCTBUM CO Cneundukaumnei perncTpaunoHHoON AOKYMEHTaLMN, YTBEPXAEHHON B YKpanHe Ans nccnegyemoro
nekapcTBeHHoro cpeacTsa.  [lpoTokonbl NPOW3BOACTBA, YNAKOBKM M KOHTPONS — KayecTBa CepuM NPOBEPEHbI W
cooTBeTCTBYIOT TpeboaHusm GMP.

Cepus BhinylleHa B COOTBETCTBUM C AeNCTBYOLWeh Bepcren AHI UA/4077/01/01.

[laTta Bbinycka Ha pbIHOK: OTBeTcTBEHHOE NULO 33 BbINYCK JIC Ha puiHOK
24.11.2020 Axrena Konapuy
Y%
C
YNPABNEHWE KAYHECTBOM

KPKA, a.a:, HoBo mecTo
Llimapbeluka Hecra 6, 8501
CnoseHun

[aHHbI cepTUdMKaT KauecTBa MMEET 3NEKTPOHHYIO NOANUCH.
CepTucukaT co3fiaH aBTOMaTUYECKU BanAUPOBAHHOM KOMNbLIOTEPHOR Nporpammon SAP.




JEPXJITKCITY XBA
JEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KNIBCHKIU OBJIACTI

npocnext Banepis Jlobanoscbkoro, St, M. Kuie, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €APTIOY 37078774

BUCHOBOK
Mpo sIKicTh BBE3eNoro B YKpainy JikapcbKoro 3acody

16.12.2020 Ne 67984/20/10

JAYOBIT®

(naiiMenyBanHs NiKapeLKoro 3acofy 3riiHo 3 peccTpallifium NOCBIICHHSM)
TaGuIeTKH, BKPUTI 060J101K010, KOMOi-yaKoBKa: 5 Ta0/IeTOK 4epBOHOI0 KOILOPY + S
Tab/1eToOK GIAKNTHOr0 KOILOPY y 6aictepi; no 4 6aicrepn y KapToHHiii kopo6ui

(popma BUITYCKY, A03YBaHHs. BAL NaKyBaHHs NiKApChKOTO 3ac00y)
Homep peectpauiiinoro nocsinuenns UA/4077/01/01 crpok aii peecrpauifinoro nocsinuen s 13.01.2021
Cepis nikapcbkoro 3acoby Ne 194507 KinbkicTb BBE3EHOTO Nikapebkoro 3acoby 6160

BupoGHuk KPKA. .., Hoso mecto, CiioBeHis

(naiimenysais BHpoOGHHKa AiKAPCLKOTo 3aco0y, kpaina [oXOuKCIIf)

Beeseno B Vipainy ChijibHe YKpPaiHCbKO-€CTOHChKeE NANPHEMETBO y hopmi ToBapucTsa
3 oOmeskeno10 BianosigananuicTio "Onrtima-Papm, JITH", inenT. kox:
21642228

(naitMenypanns Ta ko 3a CJIPIOY topuanuHoi ocobu abo npizsuuLe, iM'st. 10 GarbkoBi (hiznuHOT
0co0U - TianpreMus, I MICLE 1IPOKHUBAHHS Ta peecTpatliiinii HoMep 00uIKOBOT KAPTKHM 1JIATHHKA
nosatkis abo cepist Ta HOMEp racrnopra)

Mporokon Bisyansnoro koutpoio sin 09.12.2020 Ne 4349/34.

3a  pesynbTaTamMi  JAepPKABHOMO KOHTPOMIO BCTAHOBJEHO, WO Jikapchkui 3acid  BBe3eHo B YKpaiHy 3

AOTPUMAHH BMMOT 3aKOHOAABCTBA LIO0 3a0e3neyeHHs| SKOCTI Jlikapehkux 3aco0is.

W

i

ik ansning Cayion Y Onexciit COJIOJIPAMN

QF\QQ‘?,QPW,}{X JISPAHABRNOTO KOUWTPOSIO) (MAHC) (initiany Ta Npi3BMUILC)
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(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUDUKAT KAYECTBA

Aata: 10.12.2020
Crpanunya: 1/5

Kog Ne: 7D6536

AYOBUT®, kombu-ynakoska: Ne 40 (10x4)(TabneTku, NOKpbITbie 0BonouYKol, kpacHoro useta Ne 5 + Tabnerku,
NoKpbITble 0bonouykoi, ronyboro useta Ne 5) B 6rmctepax Ne 4

CTpaHa-npounssoauTens: Cnosexus

1 kpacHasa TabneTka cogepXuT: BUTamuHa A 5000 ME; sutamuta D3 200 ME; ButamuHa C 60 Mr; ButamuHa PP 13 mr;
BUTamuHa E 10 Mr; kanbuws naHToTeHaTta 5 Mr; BUTamuHa B6 2 Mr; BUTamuHa B2 1,2 mr; ButamuHa B1 1 mr; kucnoTsl
¢onuesoit 0,4 Mr; BUTamnHa B12 3 mkr; 1 ronybas TabneTka COAEPXKUT: MarHus 20 Mr; kanbuua 15 mr; cdocdopa 12 mr;
xenesa 10 Mr; unHka 3 Mr; megu 1 Mr; mapraHua 1 Mmr; monubaena 0,1 mr

nekapcTBeHHas copma: TabneTkn, NOKpbITble 06OMNOYKON pasmep 1 Tvn ynakosku: 5 TabneTok KpacHoro useta u 5
Tabnetok rony6oro LBeTa B 6nucTepe; no 4 6nucrepa B kopobke.

Cepus: L94523 Pasmep cepuu: 19.230 LUT

ata supobHuyTea: 11.2020 flata okoHYaHust cpoka rogHocTu: 11.2022
PeructpauvoHHoe yaoctoBepeHmne Ne:
UA - UA/4077/01/01

HassaHue v agpec npoussoauTens oTBeTCTBEHHOO 33 Bbinyck | JiuueHans Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA n.a., Hoso mecro
Lmapbewka wecra 6

HoBo mecTo, 8501, Cnosenus

HasBaHue nokasarenei Cneundukarus Pe3ynbTaThi aHanusos

Onucanue (BUTaMUHbI) TBepAtie raakue kpacHbie TabneTky, NOKPLITbIE CooteetcTByeT
060M04KOM, C KNCNO-CNAAKMM BKYCOM W
BO3MOXHbLIMM BKDANNEHUAMW Ha NOBEPXHOCTH.

OnHOPOAHOCTL MAacCh! - BUTAMUHBI He Gonee 2 13 20 TabneTok MOryT OTKNOHATbCS CootseTcTBYET
OT CpeaHe# Macchl Gonee yeM Ha & 10 %, U HU
OAHa TabneTka He MOXET OTKIOHATLCS OT
cpeAHeit Mmaccbl 6onee YeM Ha + 20%.

PacnagaemocTs (BUTaMuHbI) He Gonee 60 muHyT B Boge npu i 9-11
Temnepartype 37 °C + 2 °C

Onucanne (MmHepans) Tsepabie rnaakue rony6uie Tabnetky, NoKpbITbie CooteeTcTBYET
0601104K0# C BOMOXHBLIMW BKDANNEHUAMN Ha
NOBEPXHOCTH.

OAHOPOAHOCTL MACChl — MUHEpanbi He 6onee 2 u3 20 Tabnetok MOTYT OTKNOHATLCA CootseTcryeT

OT CpeaHei Macckl Gonee Yem Ha +10 %, U HK
OAHa TabneTka He MOXET OTKITOHATLCS OT
cpeaHen macchl 6onee yem Ha + 20%.

PacnaagaemocTb (MuHepans) He Gonee 60 munyT B BoaE Npu 10-11
Temnepatype 37 °C + 2 °C
MaeHTudmkauma pubodnasmuna - BAKX Bpems yaepxusannsa nuka puGodnasuHa Ha CootseTcrByeT

XpomaTorpamme ucnbiTyemoro pacrsopa (SaS)
AOXHO COOTBETCTBOBATH BPEMEHM YAEpPXMBAHUA
nuka pubodnasmia Ha xpomaTtorpamme
CTaHaapTHOro pacteopa (SS).

[aHHbIi cepTudmkaT kauecTa UMEET SNEKTPOHHYIO NOANMCE.
CepTucukaT cosaaq aBToMaTyeCKu BanuAMpoBaHHOW KOMNbIOTEPHOIA Nporpammoit SAP.

W AT 44’(/’/ vy




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

fata : 10.12.2020
Ctpanvua: 2/5

Kog Ne: 7D6536

AYOBUT®, kombu-ynakoska: Ne 40 (10x4)(tabnerkm, NOKpbITbie 0Gonoukoi, kpacHoro useta Ne 5 + TaBneTkw,
NOKpbITbIE 06oNoY4KoN, rony6oro LseTa Ne 5) B Bnucrepax Ne 4

CTpaHa-npouasoguTens: Crnosexus

1 kpacHas TabneTka cogepxuT: BUTammHa A 5000 ME; sutamuna D3 200 ME; Butamuna C 60 Mr; Butamuna PP 13 mr:
BUTamuHa E 10 Mr; kanbuus naHToTeHaTta 5 Mr; BUTaMuHa B6 2 mr; Butamuna B2 1,2 mr; BuTamuHa B1 1 Mr; KNCNOTbI
tponueson 0,4 Mr; BUTammnHa B12 3 mkr; 1 rony6as TabneTka coaepxuT: Marius 20 Mr; Kanbumsa 15 mr; doccopa 12 mr;
xenesa 10 Mr; unHka 3 Mr; meaw 1 Mr; mapranua 1 mr; monubaeHa 0,1 mr

nekapcTBeHHas hopma: TabneTkn, NOKpbITble 0BONOYKOM pasmep u Tun ynakosku: 5 Tabnetok kpacHoro useTa u 5
TabneTok rony6oro LUseTa B 6nucrtepe; no 4 6nuctepa B Kopobke.

Cepus: L94523 Pasmep cepun: 19.230 WUT

Oata BUpobHuyTBa; 11.2020 flata okoH4YaHus cpoka rogHocTH: 11.2022
PerucrpayumoHHoe yAocrosepeHue Ne:

UA - UA/4077/01/01

Ha3ssaHue v agpec npoussoguTens oTeeTcTBEHHOrO 3a BbINycK | Jinlenana Ha npomssoacTeo Ne:
cepuun: 800-13/2018-6

KPKA a.a., HoBo mecto
LWmapbewka wecra 6

HoBo mecTo, 8501, Cnosenus

HassaHue nokasatenei Cneuundukauyus PesynbTaTthl aHanmsos

VaeHTucbmkaums nupuaokcuHa - BOYKX Bpems yaepxusanus nuka NUPUAOKCUHA Ha CootBeTcTBYET
XpomaTorpaMme UCnbITyeMoro pacteopa (Sas)
ROMKHO COOTBETCTBOBATL BPEMEHN Y EPXUBaHMA
Nuka NMPUAOKCUHA Ha XpomaTorpamMme
CTraHaapTHoro pactsopa (SS).
MpenTtncmkaums HukoTHammga - B3XKX Bpems yaepxusaHna nuka HUKOTUHaMMAA Ha CooTseTcTBYeET
Xpomartorpamme ucnbiTyeMoro pacTeopa (SaS)
AOIMKHO COOTBETCTBOBATL BPEMEHU YAEDKUBAHMS
Nuka HUKOTUHaMMAR Ha xpomaTorpamme
CTaHAapTHOrO pacTeopa (SS).
Wnentudpmkayma a-Tokochepona aueraTa - BOKX Bpema yaepxusanma nuka Tokoepona auerarta Ha Cooteetcreyer
XpomatorpaMMe UCNbITYEeMOro pacTeopa peTuHona
nanLmuTarta u a-Tokodepona auetara (SaS A u
E) aomxHo cooTeeTcTBOBATL BpemeHm
YAEpXuBaHua nuka Tokodepona aleTarta Ha
XpomaTorpaMMme CTaHAapTHOro pacTeopa (SS).
ViaenTucbnkaums umaHokoGanammua (4epes kobanbT) - UCM-MC Macc —cnekTp craHpapTHoro pactsopa Co CoortBeTcTByeT
COOTBETCTBYET CNEKTPY UCMLITYEMOro pacTsopa
Npy aTOMHO eAnHnLe Macckl (AEM) 59.
ViaeHTdmkaLma peTuHona nanbmuTaTa - BIMX Bpems yaepxusanna nuka peTuHona nanbMuTaTta Cooteetcrayert
Ha XpomaTorpamme UCnbITYeMOro pacTsopa
peTuHona nanbMuTaTa u o-Tokogepona alerata
(SaS A n E) pomxHo cooteeTCcTBOBaTS BpemeHn
YAEPXUBaAHWUA NKa PeTUHONAa NanbMUTaTa Ha
XpomatorpamMe CTaHAapTHOrO pacTaopa (SS).

HdaHHbi cepTudmKaT kKa4yecTsa meeT ANEKTPOHHYIO NOANUCDH.
CepTudukar coagaH aBToMaTU4ECKM BanuanMpoBaHHOA KOMNbIOTEPHOI NporpamMmoi SAP.,




(T4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Aara: 10.12.2020
Crpanuua: 3/5

Koa Ne: 7D6536

AYOBUT®, kombu-ynakoska: Ne 40 (10x4)(TabneTku, NoKpbITbie obonoukoir, kpacHoro useta Ne 5 + TaBnetku,
nokpbiTble 06onoykoin, ronyboro yseta Ne 5) B 6nmctepax Ne 4

CTpaHa-npoussoauTens: CnoseHus

1 kpacHas TabneTka copepuT: BuUTaMmHa A 5000 ME; utamnHa D3 200 ME; sutamuna C 60 mr; BuTamuna PP 13 mr;
BUTaMuHa E 10 Mr; kanbuus naHToTeHaTa 5 Mr; BUTaMuHa B6 2 Mr; BUTaMuHa B2 1,2 mr; Butamuia B1 1 Mr; KucnoTbi
¢onuneson 0,4 Mr; BUTammnHa B12 3 mkr; 1 ronybas Tabnetka copepxuT: Mmarius 20 mr; kanbuws 15 mr; dooccopa 12 mr;
xenesa 10 Mr; uunka 3 Mr; Mmeam 1 Mr; mapraHua 1 mr; monubaena 0,1 mr

neKkapcTBeHHas chopma: TabneTku, NOKpbITbie 060NOYKON pasmep u TMn ynakoBku: 5 TabneTok KpacHoro useta u 5
TabneTok rony6oro LBeTa B 6nuctepe; no 4 6nucrepa B kopobike.

Cepus: L94523 . Pa3smep cepun: 19.230 LUT
arta BupobxuuTea: 11.2020 Aata okoHuahuns cpoka rogHocTy: 11.2022 o

PeructpaumoHHoe yaoctosepeHme Ne:
UA - UA/4077/01/01

HassaHve 1 agpec npoussoanTens oTBETCTBEHHOrO 32 Bbinyck | JluleHsnus Ha nponasogcTeO Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoeBo mecto
LLimapbewka uecra 6

HoBo mecTo, 8501, CnoBenus

HassaHue nokasarenei Cneuudumkarus PesynbTaTs! aHanuaos

MpenTvcrkaLms naHToTeHOBOW KUCNOTLI - BYKX Bpems yaepxusaHus nuka NaHTOTEHOBOM KUCNOThI CooTseTcTByeT
Ha xpomaTorpamme ncnbITyemoro pacTsopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMEHW YAEPXUBaHUS
NUka NaHTOTEHOBOW KUCNOTLI HAa XxpomMaTorpamme
CTaHAapTHOro pacTeopa (SS).
MaenTudpmkaums ackop6uHoBOI KNCNOThI - BIXKX BpeMﬂ.yAep)KMBaHMﬂ nvKka ackopGUHOBOM KUCAOTBI CoorseTcTByeT
Ha xpomaTorpamme UCNLITYemMoro pactsopa (SaS)
AOIMKHO COOTBETCTBOBATL BPEMEHU YAEPXUBAHUS
NWKka ackopGMHOBOM KMCIOTLI Ha Xpomartorpamme
CTaHaapTHOro pacTeopa (SS).
MaeHTndmnkauma Tnammna - BOMX Bpewms yaepxvsanua nuka TammHa Ha CooTBeTcrayer
XpomavorpaMme UCnbITyemoro pacteopa (SaS)
AOIKHO COOTBETCTBOBATL BPEMEHU YREPXMBAHUA
mMKa TMaMuHa Ha XpoMaTorpamme CTéHAapTHoro
pactsopa (SS).
UneHTudbmkauma xonekansundepona - BOXX BpéMﬂ YAEPXWUBaAHUA Nnuka xonekanbLmdepona Ha CootseTcTByeT
Xpomatorpamme UCnbITyeMoro pactsopa D3 (SaS
D3) A0MXHO COOTBETCTBOBATL BPEMEHM
YAEPXVBaHWsA Nuka xonekansumcgepona Ha
XpomaTorpamMme CTaHAapTHOro pacTeopa (SS)
VaeHTudmkaums kucnotsi honueBom - BIXKX Bpems yaepxusaHua nuka kKMcnoTb thonuesoir Ha Cootsercrayet
Xpomatorpamme UCnbITyemMoro pacTsopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMEHM YA EPXUBAHUA
NUKa KUCNOTbI DONNEBOM Ha XpoMaTorpamMme
CTaHAapTHOro pacTsopa (SS)
KonunuecteenHoe coaepxatne Tnammuna HUTpaTa (BUTaMuH B,) 90,0 % - 150,0 % o7 3asBneHHOro KoNM4ecTBa 102,9

[aHHbIt cepTucukaT kayecTsa umeeT ANEKTPOHHYIO NOANUCH.
CepTucukar cozgaH aBToMaTMHecku BanMAUPOBaHHON KOMNbLIOTEPHOI NporpaMmon SAP.




(L4 KRKA

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

farta :10.12.2020
Crpanwvua: 4/5

Koa Ne: 7D6536

AYOBUT®, kombu-ynakoeka: Ne 40 (10x4)(TabneTku, NOKpbITble 0Bono4koi, kpacHoro Lseta Ne 5 + TaBneTkw,
NOKpbITbie 0bonoukon, rony6oro LseTa Ne 5) 8 6nnctepax Ne 4

CTpaHa-npou3soguTens: Cnosexus

1 kpacHas TabneTka coaepXuT: BUTamuHa A 5000 ME; sutamuna D3 200 ME; ButamuHa C 60 Mr; ButamuHa PP 13 wmr;
BUTamuHa E 10 Mr; kanbuws naHToTeHaTta 5 Mr; BUTamuHa B6 2 Mr; BUTamuHa B2 1,2 mr; ButamuHa B1 1 mr; kncnoTsl
¢onuesoit 0,4 Mr; BUTammnHa B12 3 mkr; 1 rony6as TabneTtka COAEPXMT: Marus 20 Mr; kanbumns 15 mr; ¢poccopa 12 mr;
xenesa 10 Mr; umHka 3 Mr; Meau 1-mr; mapraHua 1 mr; monubaena 0,1 mr

pasmep U Tin ynakoeku: 5 Tabnetok KpacHoro useta u 5

nekapcTBeHHas opma: TabneTkn, NokpbiTble 06OMOHKON
Tabnetok rony6oro useTa B 6nucTepe; no 4 6nuctepa B kopobke.

Cepus: L94523

Pasmep cepuun: 19.230 LUT

ara supobrHuurea: 11.2020

flaTa okoHYaHusa cpoka rogHocTh: 11.2022

PerucTpaunoHHoe yaoctosepenue Ne:
UA - UA/4077/01/01

HasaHue un ajpec nponsBoAUTENSt OTBETCTBEHHOrO 3a Bbinyck | JluieHsns Ha npounssoacTeo Neo:

cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto

LWWimapbewka yecra 6

HoBo mecTo0, 8501, Cnoeenus
HassaHue nokasareneit Cneuucbukanus PesynbTate! aHanusos
KonudecTeeHHoe cogepxanue pubognasuma (BUTaMUH B:) 90,0 % - 150,0 % OT 3a8BNEHHOTO KONMYECTBa 106,1
KonunuecTtBeHHoE cogepxarue PMPUAOKCHHA F/X (BUTAMUH Bs) 90,0 % - 150,0 % OT 3asIBNEHHOrO KONMYECTBa 105,4
KonuuecTtseHHoe copepxanue HUKOTMHamuaa 90,0 % - 150,0 % OT 3as5BNEHHOrO KonmyecTsa 106,9
KonudectsenHoe copepxanue a-Tokochepona avervara (BUTaMuH E) 90,0 % - 165,0 % OT 3asBNEHHOro KONUYeCTEa 105,9
KonnuecTtBeHHoe coaepxaHne KMCnoTh ackopGuHosoi (BuTammni C) 90,0 % - 150,0 % oT 3anBNEHHOro KONU4ecTBa 102,9
KonuuecteenHoe coaepxanue kanbLms naHToTeHaTa 90,0 % - 150,0 % oT 3asBNEHHOro KONUYECTBa 125,7
KonudecTtseHHoe coaepxaHne KMCNOTbI conunesoin 90,0 % - 150,0 % OT 3asABNEHHOrO KORMYECTBa 132,3
KonnyectseHHoe copepxaHve XonekanbLmngepona (sutamuH D) 90,0 % - 165,0 % OT 3anBNEHHOrO KOfMUeCTBa 103,8
KonuuecteeHHoe coaepxanme umaHoko6anammHa 90,0 % - 150,0 % OT 3asBNEHHOro KoNU4ECTBa 115,2
KonuuectseHHoe copepxanue BuTamuua A 90,0 % - 165,0 % OT 3anBNEHHOro KoNMYecTBa 114,0
KonuuecteeHHoe copepxanmne marHus 90,0 % - 125,0 % OT 3asBNEHHOrC KONMYeCcTBa 103,2
KonuuectsenHoe copepxanue kanbuys 90,0 % - 125,0 % oT 3asBrERHOro KofMYecTsa 98,6
KonuuectseHHoe copepxaHue xenesa 90,0 % - 125,0 % OT 3asABNEHHOrO KONUYeCTBa 97,5
KonnuecteenHoe coaepxaHue uuHka 90,0 % - 125,0 % OT 3aRBNEHHOrO KONUYEeCTBa 103,5
KonuuectsenHoe copepxanne mean 90,0 % - 125,0 % OT 3@ABNEHHOrO KONUYecTBa 100,9
KonuuectsenHoe copepxanue MapraHua 90,0 % - 125,0 % OT 3anBnEHHOro KoNMYecTBa 103,1
KonuuecTtseHHoe cogepxanve goccopa 90,0 % - 125,0 % OT 3asBNEHHOTO KoNUYecTBa 98,8
KonnyecTsenHoe cogepxanme monubaena 90,0 % - 200,0 % OT 3aABNEHHOrO KONMUeCTBa 111,3

Mukpo6uonoruueckoe kauectao - ObLyee KonMuecTso aspobHbIX He 6onee 1000 KOE B 11 *1
MUkpoopraHn3mos (TAMC) (BUTaMUHbI)
Mukpo6uonoruyeckoe kavectso - O6ee KoNMYECTBo ApoxokeBbIX U He Gonee 100 KOEB 1r *1
nnecHesbIx rpu6os (TYMC) (BUTaMMHbI)
MukpoBuonoruueckoe kavecTso - Escherichia coli (BUTaMUHbLI) AONKHBI OTCYTCTBOBaTb B 1 1 *1
MukpoBuonoruyeckoe kauecTso - OBLLee KONUYecTBo a3pobHbIx He Gonee 1000 KOEB 11 *1

MUKpooprahnamos (TAMC) (MuHepansi)

AaHHbIn cepTudmkaT kauecTsa umeeT 3NEKTPOHHYI0 NOANUCH.

CepTuchukar cosaaH asToMaTMYECKm BanuAnpoBaHHOW KOMNbIOTEPHON Nporpammoli SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

Aata: 10.12.2020
Crpanuua: 5/5

Kog Ne: 7D6536

AYOBUT®, kombu-ynakoska: Ne 40 (10x4)(tabnetkn, nokpbiTble oBOMOYKoMA, KpacHoro Lpeta Ne 5 + TabneTku,
nokpbiTble 06onoukoi, ronyboro useTa Ne 5) 8 6nuctepax Ne 4

CTpaHa-npoussoauTens: CnoBeHus

1 kpacHas TabneTtka coaepxuT: BuTamuHa A 5000 ME; sutamuna D3 200 ME; sutamuHa C 60 mr; Butamuta PP 13 mr:
BUTaMuHa E 10 Mr; kanbuusa naHToTeHata 5 Mr; BuTamuHa B6 2 Mr; eutamuna B2 1,2 Mr; BUTamuvHa B1 1 Mr; kucnotsl
thonuesoit 0,4 mr; BuTammHa B12 3 mkr; 1 rony6as Tabnetka cogepxut: marius 20 Mr; kanbums 15 mr: docchbopa 12 mr,;
xenesa 10 mr; uuHka 3 Mr; meau 1 Mr; mapradua 1 mr; monubaena 0,1 mr

nekapcTBeHHas dopma: TabneTkn, NOKpbITbie 0GONMOYKON pasMep W TUN ynakoBki: 5 TaBneTok KpacHoro useta u 5
Tabnetok rony6oro useta B 6nucTepe; no 4 6nuctepa B kopobike.

Cepusa: L94523 Paswmep cepuu: 19.230 LUT
fara Bupo6ruurea: 11.2020 [laTa okoH4YaHus cpoka rogHocTu: 11.2022

PerncTtpaumonHoe yaoctosepeHune Ne:
UA - UA/4077/01/01

Ha3sBaHue n agpec nponssoguTens oTBETCTBEHHOrO 3a Bbinyck | JluLeH3us Ha npousBoacTeo Ne:
cepuu; 800-13/2018-6

KPKA a.a., HoBo mecto
Lmapbeluka uecra 6

Hoso mecTo, 8501, Cnosenns

HassaHnue nokasatenein Cneundukaums PesynbTtaTbl aHannaos
MukpoBuonoruyeckoe kayecTBo - OBLLIEE KONMYECTBO APONOKEBLIX M He Bonee 100 KOE B 1 ¢ *1
nnecteBbix rpu6os (TYMC) (MuHepanbi) :

Mukpo6uonoruyeckoe kayectso - Escherichia coli (MuHepans!) AOMXKHbI OTCYTCTBOBaTL B 1T *1

*1 TecT NpoBOAMTCS B COOTBETCTBUM C NPOrPaMMON (ONMCaHHON B AHL)

Hacroswum noaTsepxaalo, 4To BbillenpuBeaeHHas WHAOPMaLMs SBNSETCA ROCTOBEPHOW W TOMHOW. [aHHas cepus
npoaykuun Bbina npousseaeHa (BKIOMAn YNakoBKy/MapkMpoBKy) U npowuna KOHTPONb KayecTBa Ha BbllLEYKA3aHHOM
y4acTke B NONHOM COOTBETCTBUM C TpeGoBaHnAMU GMP, yCTaHOBNEHHBIMIN MECTHBIM PEryNATOPHBLIM OpraHoM, a TaKxe
B COOTBETCTBUM CO cneuuukaumuein perncTpaLuoHHON AOKYMEHTALMMN, YTBEPXAEHHON B YkpanHe Ana uccnegyemoro
nekapcTeeHHoro cpeactea.  [1poTokonbl NPoM3BOACTBA, YNakOBKM W KOHTPONA  KadyecTsa CEepUU NpoBepeHbl K
COOTBETCTBYIOT TpeboBaHnam GMP.

Cepus BbinyweHa B COOTBETCTBUN C AeACTBY IO BEpcuen AHJ UA/4077/01/01.

[ara Bbinycka Ha pbiHOK: OTBeTcTBeHROE NUUO 3a BLINYCK JIC Ha pbIHOK
25.11.2020 Axrena Konapuu

vV
M@Mc

YNPABNEHUE KAYECTBOM
KPKA, a.a., Hoeo mecto
LUmapeewka uecra 6, 8501
CnoseHus

[anHbi cepTUdmKaT Ka4ecTBa UMEET 3NEKTPOHHYI0 NOANMCH.
CeprucbukaT cosnaH aBTOMaTUHECKU BANUANPOBAHHON KOMNLIOTEPHOMN nporpammoin SAP.




JEPXJIIKCITYKBA
JEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIU OBJIACTI

npocnekt Banepis JioGaHoBcbkoro, 5 1, m. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo siKicTb BBe3¢HOTo B Y KpaiHy JAiKapcbKOro 3acody

30.12.2020 Ne 71181/20/10

AYOBIT®

(HafiMeHyBaHHS Nikapckkoro 3aco0y 3rifHo 3 peecTpadifiHuM NOCBIA4EHHSM)
TabJaeTKH, BKPUTi 000/10HKO010, KOMOi-yIaKOBKa: 5 Ta6JIeTOK YepBOHOr0 KOJAbOpY + 5
T26.1eTOK GIAKHTHOr0 KOJabLopY Y GaicTepi; no 4 6Jicrepu y KapToHHiil Kopooui

(dopma BUITyCKy, 103yBaHHS, BU]L NaKyBaHHs JKapebkoro 3ac00y)
HoMep peecTpauiiHOro nocsiaueHHs UA/4077/01/01 crpok aii peectpauiitnoro nocsinuents 13.01 2021
Cepis nikapewkoro 3acoby Ne 194523 KiflbKicTh BBE3EHOTO Jikapchkoro 3acoby 640

Bupo6HUK KPKA, n.x., Hoo mecto, Ci10BEHis

(HaliMeHyBaHHs BUPOOHHUKA iIKapChKOTO 3aco0y, Kpaita NMoX0KEHHA)

Beesero B YkpaiHy CruijibHe yKpaiHCbKO-eCTOHCbKE IIANPHEMCTBO Y ¢dopmMi ToBapHCTBA

3 oBMeseHO0I0 BitnosigaabnicTio "OnriMa-®@apm, JITA", inent. kox:
21642228

(HaiimenyBauus Ta xox 3a €/IPTIOY fOpHIKUHOT 0c00K a0 MPi3BUILE. iM's, 110 Garbkosi (iznunol
0cobM - nianpremus, il Micue NpOXNUBaHHA T2 peecTpauiiitmii HoMep 00iKeBOT KAPTKH IMIATHAKA
noaatkis abo cepis Ta HOMEp MacrnopTa)

TpoTOKO Bi3yaabHOr0 KOHTPOIIO Bil 24.12.2020 N2 4554/43.

3a  pe3yibTaTaMd JEPKABHOTO KOHTPOJKO  BCTAHOBACHO, IO nikapcbkuit 3aci6 BBeseHo B Vkpaihy 3

A0TpHMAa MO 3aKOHOAABCTBA 00 3a0e3neueHHs AKOCTi RiKapChbKKX 3ac00iB.
p wPAaly

b | A

1k KOHTRg
,.;Sp%\?i\ Al ,;//;9 ‘Z;,
ST
Baqfyhiy HasagoHNG Layutn N\ = Onexciit COJIOPAIA

1 N’ 1
gj@)}()ﬁmmg/me@angoro KOHTPOJIIO) (nignuc) (iniuiany Ta npizBuiLe)

5\ :

~_ A i



http://www.tcpdf.org

