(4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fata: 12.11.2020
Crpanuua: 1/3

Koa No: 7D3529

Honbnasa®, Tabnetkn ractpopeancTeHTHble No 20 Mr Ne 28 (14x2);
CTpaHa-nponssoauTens: CnoBeHus;

1 TabneTka racTpopesucTeHTHas CoaepXxuT 20 Mr naHTonpasona B Buae

naHTonpasona HaTpus ceckBMruapara;

nekapcTBeHHas popma: TabneTkn racTpopesncTeHTHble no 20 Mmr;

pasmep 1 TUn ynakosku: no 14 Tabnetok B 6nucTepe; no 2 6nuctepa B KAPTOHHO! Kopobke.

Cepus No: D90500 Pasmep cepun: 190.748 WT
[ata npoussoacrea: 06.2020 [aTa okoH4aHus cpoka rogHocTh: 06.2025

PerncTtpaymonHoe yaoctosepenmne Ne:
UA - UA/7955/01/01

HasBaHwue v agpec nponsBoANUTENs OTBETCTBEHHOIO 3a BbINycK | JILEeH3ns Ha Nnpou3BoAcTBo Ne:
cepuum: 800-13/2018-6

KPKA a.a., HoBo mecto
LLimapbewka uecra 6

HoBo mecTo, 8501, CnoBexus

HassaHnue nokasatenei Cneuudumkayms PesynbraThl aHanu3oe
Onucaxve TabneTkn CBETNOro XenTo-kOpUYHeBoro LBeTa, CooTBeTtcTByeT
oBarnbHble, cnerka ABOSIKOBbINYKIbIE,
NOKPbLITLIE NNEHOYHON 060N0UKON

OAHOPOAHOCTL A03MPOBAHHBIX €ANHULL (OAHOPOAHOCTL COAEPXaHus) [okasaTens npuemnemocTu (AV) coctasnsieT 10,3
He Gonee 15,0
PacnapaemocTtb B TeYEHUM 2 yacoBs Npu Temneparype 37 + 1 °C CooTtBeTcTBYET

8 0,1 M HCI: Hn Ha oaHoi TabneTke He AOMKHO
6biTb BUAHO NpU3HAKOB pacnaja (Kpome
parmeHToB 060N04KN) UNK TPELYUH, Yepes
KOTOPbIE MOXET BbIAENATLHCA COAEPKUMOE.
Pacnapaemoctb B TeueHun 60 MUH npu Temneparype 37 + 1°C B CootserctByeT
pacTeope ¢ocdatHoro Bycepa ¢ pH=6,8: Ecnm
TabneTkn He cOOTBETCTBYIOT TpeboBaHuMio No
NPUSKUHE NPUNUNAHNA K AUCKaM, TECT NOBTOPSAIOT
Ha cneayowmx 6 TabneTkax, MUHYS AnCKN.
TabneTkn cooTeTCTBYIOT TpeGoBaHMIO, ecnu Bee 6
TabneTok pacnanucs.
MneHTudukaums naHtonpasona - BOXX Bpems yaepxusaHus nuka naHTonpasona Ha CootBercTBYeT
XpoMaTorpamme UcnbITyemoro pactsopa (SaS)
AOIMKHO COBMNaaaTh CO BPpEMEHEM YA EPXUBAHUA
nnKa nNaHTonpasona Ha xpomarorpamme
CTaHaapTHOro pactaopa (SS).

Maentudbukauma Tutana auokevpa (E 171) PacTtsop okpalwmBaeTca B enThili LiBeT. *1
MaenTndukaums xenesa okcnaa xentoro (E 172) PacTBop okpalumBaeTcs B CUHWIA LIB! *1
ConyTcTayioume npUMeck - NaHTONPa3on cynbgoH He Gonee yem 0,2 % 0,1

ConyTcTByloLLMe NPUMECH - NAHTONPA3ON Cynbduna He 6onee yem 0,2 % <=0,10

[HaHHbin cepTudmkaT kKayecTBa UMeET SNEKTPOHHYIO NOANNCH. j
CepTudukar cozpaH aBTOMaTUYECKU BanmaMpoBaHHON KOMMNbIOTEPHOM Nporpammon SAP.
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(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUPUKAT KAYECTBA

fata: 12.11.2020
CrtpaHuua: 2/3

Koa No: 7D3529

Honbnasa®, TabneTkun ractpopeaucteHTHble no 20 mr Ne 28 (14%2);
CTpaHa-npoussoauTens: CnoBeHus;

1 TabneTka racTpopesncTeHTHas coaepxmT 20 Mr naHTonpasona B Buae

naHTonpasona HaTpus ceckBurnapara;

nexapcTBeHHas popma: TabneTkv racTpopesucTeHTHbIe no 20 Mr;

pa3smep 1 Tun ynakosku: no 14 Tabnetok B 6nmctepe; no 2 Gnuctepa B KAPTOHHOI KOPOGKe.

Pasmep cepun: 190.748 WIT
[HaTta okoH4aHus cpoka roaHocTn: 06.2025

Cepus No: D90500
[fata npoussoacrea: 06.2020

PernctpaumonHoe yaoctosepenmne Ne:
UA - UA/7955/01/01

JInyeHsuns Ha npoussoacTeo Ne:
800-13/2018-6

HassaHue 1 agpec npon3BoaMTENs OTBETCTBEHHOrO 3a BbINYCK
cepuum:

KPKA a.a., HoBo mecto

lWmMapbewka uecta 6

HoBo mecto, 8501, CrnioBeHus

HassaHue nokasarenei Cneuyundmkaums PesynbTaThl aHanunsos
ConyTcTayiowume npuMecy - naHTonpason N-okcua He Gonee yem 0,2 % <=0,10
ConyTcTsyiowme NnpuMecH - eanHWYHbIE HEMAEHTUPMLMPOBaHHbIE He Gonee yem 0,2 % <=0,10
ConyTtcTayiolme npumMecy - obiee KONMYECTBO He Gonee yeM 1,0 % 0,1
KonuuecTseHHoe onpeaeneHue naHTonpasona 95,0 - 105,0 % oT 3asBNEHHOro KonNuYecTaa 99,7
PacTeopenue naHTonpasona - Kucnothas cragus He Gonee 10 % oT 3asBNEHHOroO KONWMYECTBa 0-0

yepes 24acaB 0,1 M HCI
Pacteopenue nantonpasona - GydepHas cragus He MeHee 75 % (Q) oT 3asBneHHoro 99 -105

Konu4ecTsa B TE4EHWUE 45 MUHYT

MukpoGuonormyeckas umctota — OBLUee KONMYECTBO aaPOBHbIX He 6onee 1000B 11 *2
6akTepuin
Mukpo6uronorudeckas unctoTa - obLiee KONUYECTBO rpu6oB un He Gonee 1008 1 r1 *2
Apoxoken
MukpoBuonoruyeckas unctora - Escherichia coli oTcyTcTBMe B 1 r *2

*1 He sBNseTca pyTMHHLIM METOAOM. TecTuposanue npoBoanTes 1 pa3 B roa.
*2 TECT NpOBOAMTCA B COOTBETCTBUM C NPOFPaMMON (onncanHon B AH)

HacToswum noaTsepxaalo, YTo BbilleNPUBEAEHHAN MHOPMaUNs SBNSETCS AOCTOBEPHOW U TovHOW. [laHHas cepus
npoAykuun Bbina npousseaeHa (BKNIOYAA YNaKOBKY/MapKMPOBKy) W npoluna KOHTPOMNb KayecTBa Ha BbllLEYKa3aHHOM
y4acTke B NOSMHOM COOTBETCTBUM C TpeGoBaHUAMU GMP, YCTaHOBNEHHBIMN MECTHBLIM PErynsiTopHbiM OpraHoM, a Takxe
B COOTBETCTBUM CO cneuubuKkaumen perncTpaLuoHHON AOKYMEHTaLMK, YTBEPKAEHHON B YKkpauHe Ans uMccrnegfyemoro
nekapcTBeHHoro cpeactsa.  [1poTokonbi NPOM3BOACTBA, YNAaKOBKM W KOHTPONS  KayecTea cepuMn npoBepeHbl U
COOTBETCTBYIOT TpeboBaHuam GMP.

Cepus BbinyLieHa B COOTBETCTBUM C AelCTBYloWei Bepcueit AH UA/7955/01/01.

[aHHbIn cepTUchVKaT Ka4ecTBa UMEET 3NEKTPOHHYI0 NOANMCh. .
CepTudukar cospaH aBTOMaTUIECKM BANMAUPOBAHHOA KOMMNBLIOTEPHOI NPOrpamMmoil SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fara: 12.11.2020
Crpanuua: 3/3

Koa No: 7D3529

Honbnasa®, TabneTku ractpopesucTeHTHble no 20 mr Ne 28 (14x2);
CTpaHa-npoussoauTens: CnoseHus;

1 TabneTka racTpopesucTeHTHas coaepxuT 20 Mr naHTonpasona s Buae

naHTonpasona HaTpuUs CecKBUrnapaTa;

nexapcTBeHHan opma: TabneTku racTpopesnCTEHTHbIE No 20 Mr;

pasmep u Tun ynakosku: no 14 TabneTok B 6nucTepe; no 2 6nuctepa B KapTOHHOM Kopobke.

Cepus No: D90500 Pasmep cepun: 190.748 LWUT
[ata npoussoacTtea: 06.2020 flaTta okoH4aHmMs cpoka rogHocTn: 06.2025

PeructpaunorHoe yaoctoseperme Ne:
UA - UA/7955/01/01

HassaHue v agpec nponssogmuTens oTBeTCTBEHHOMO 3a BbiNycK | JlnueHans Ha npoussoacTeo Ne:
cepuum: 800-13/2018-6

KPKA a.a., Hoso mecTto
LLimapbewka uecra 6

Hoeo mecTo, 8501, Cnosexus

[laTa Bbinycka Ha pbIHOK: OrBeTcTBeHHOE NUUO 3a BbINyck JIC Ha puiHok
26.07.2020 Mapus Buauy
YNPABINEHWE KAYECTBOM

KPKA, a.4., Hoso mecto
Lmapbewka uecra 6, 8501
CnoBeHus

HaHHbin cepTndmkaT kauecTsa MMEET aNeKTPOHRYI0 NOANMCY.
CepTudukar coagaH aBToMaTU4eCKu BanuMAUpOBaHHON KOMMNbLIOTEPHOW NPOrpaMmoin SAP.




JAEPAJIIKCIIYXBA
AEP)KABHA CJIYXBA 3 IIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJIACTI

npocnekt Banepis Jlobanoecekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOYV 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOro B YKpaiHy JikapchKoro 3acoly

23.11.2020 Ne 62682/20/10

HOJIBITAZA®

(HaliMeHyBaHHA NikapCBKOro 3aco6y 3riHO 3 peecTpauifiHUM NMOCBiA4EHHAM)
TabJieTku racrpopesucrentHi no 20 mr, no 14 radxerok y Guicrepi; mo 2 6iicrepn y
KapToHHii Kopobui

(dbopma BuMyCKy, 103YBaHHS, BHA AKYBAHHS JiKapCHKOro 3aco6y)

Homep peectpauiiinoro nocsinuenns UA/7955/01/01 crpox xii peectpauiittoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne D90500 KinbkicTs BBe3eHOTo Jikapcskoro 3acoby 4752
BupoGruk KPKA, n.x., HoBo Mecto, Crnosenis
(naliMmenyBaHHS BHPOGHHKA JTiKapCHKOro 3aco0y, KpaiHa MOXOMKEHHS)
BeeseHo B VkpaiHy CuinbHe yKpalHChKO0-€CTOHCbKe IANPHEMCTBO Y hopMi TOBapHCTBa
3 o6Meskenolo BinmopinaabHicTo "OnriMa-®apm, JITI", inent. xox:
21642228

(HaﬁmeHyBaHHx Ta koA 3a €JIPTIOY ropunuanoi ocobu aGo npiseuue, iM'a, o 6aTbkoBi disuaHol
0cobu - mianpuemud, ii Micue nMPoXKUBaHHA Ta peecrpaumﬂuﬁ HoMep 001iKOBOT KapTK¥ MIATHHKA
nozarkis abo cepis Ta HoMep nacropra)

ITporoxos BisyansHoro koutpomo sin 17.11.2020 Ne 3985/61.

3a pesynbTaTamMH [EPXaBHOrO KOHTPONIO BCTAHOBJIEHO, W0 JIKAPChKMH 3aci6 BBE3eHO B Vkpainy 3
AOTPHMAHHSM BUMOT 32KOHONABCTBA MO0 3aGe3neueH s AHQCTi TiKapchKHX 3ac06iB.

(‘ nexcit COJIOZIPAN

\-(;'lillﬂﬂc) (iniuianu Ta npissuie)
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CEPTUOUKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

Hata: 18.02.2021
CrpaHnuua: 1/3

Koa Ne: 7D9054

KpaiHa-BupobHuk: CnoBseHis;

nikapcbka copma: Tabnetku no 20 mr;

Honbna3a®, Tabnetkn ractpope3ncTeHTHi no 20 mr Ne 28 (14x2);
1 TabneTka racTpope3ncTeHTHa MICTUTL 20 Mr NaHTONpasony y BUrNsAi NaHTONpa3ony HaTpilo CecKBirigpaty;

po3mip i TUn nakysaHHa: no 14 TabneTok y 6nicTepi; no 2 GnicTepu y kapToHHIN Kopobui

Cepusi: D95122

Pasmep cepuu: 122.048 LUT

[ata BupobHuyrea: 10.2020

[laTta okoH4aHuMs cpoka rogHocTu: 10.2025

PerucrpaynonHoe yaocrosepeHue Ne:
UA - UA/7955/01/01

cepun:
KPKA a.a., HoBo mecto
UWmapbewka uecra 6

Hoso mecTto, 8501, CnoBeHus

HasBaHune 1 agpec nponsBoANTENS OTBETCTBEHHOTO 3a Bbinyck | JluleHsmnsa Ha npoussoacTso Ne:

800-13/2018-6

HasBaHue nokasartenen

Cneumdpmkauus PesynbTaThl aHanmaos

Onucanue

OAHOpOﬂHOCTb A03MPOBAHHBIX €AUHNLL

Pacnapgaemoctb

PacnapaemocTb

WaeHTumkaums naHTonpasona - BOXKX

WaeHTudmkauma Tutasa auokenaa (E 171)
NpenTudnkaums xenesa okcnaa xentoro (E 172)

TabneTkn CBETNOrO XenTo-KOPUYHEBOrO LIBETA, CooTBeTcTBYET
OBanbHbIE, CAErka ABOSKOBbINYKNbIE, NOKPLITbIE

obonoukon

3HaueHue nokasaTens npuemnemoctu (AV) 54

He 6onee 15,0

- B Te4yeHun 2 yacos npu Temneparype 37 £ 1 CooTBeTcTByeT
°Ce 0,1 MHCI:

Hw Ha oaHol TabneTke He ROMKHO ObITb BUAHO

npusHaKkoB pacnaja (kpome dparmMeHToB

060M104KI1) UMK TPELLWH, Yepe3 KOTOpble MOXeT

BbIAENSATLCS COAEPKUMOE.

- B TeueHune 60 MuH Npu Temnepatype 37 + 1 °C CootBeTtcTByeT
B pactBope cocaTHoro bycdepa ¢ pH=6,8:

Ecnun Tabnetkn He cooTeeTcTBYIOT TpeboBaHMIO MO

NPUYMHE NPUNMNAHUS K AUCKaM, TECT NOBTOPSIOT

Ha cneayiowmx 6 TabneTkax, MUHYS AUCKW.

TabneTkn cooTBeTCTBYIOT TpeboBaHwWio, ecnun

Bce 6 TabneTok pacnanuce.

Bpems yaepxmBaHua nuka naHtonpasona Ha CooTBeTcTBYET
XpomarorpaMmme UcnbiTyemoro pactsopa (SaS)

AOIMKHO COBMNaAaTth CO BPEMEHEM YAEPXKMBAHUS

nvKa naHTonpasona Ha xpoMmaTorpamme

CTaHAapTHOro pacTaopa (SS).

PacTBop OKpalUMBaETCA B XENTbINA LBET. *1
PacTsop okpaluvsaeTcs B CUHAA LBET. *1

[aHHbI cepTUdMKaT KauecTBa MMEET ANEKTPOHHYIO NOANKUCH.

CepTudukar cosaaH aBTOMaTUYeCK1 BanuanpoBaHHON KOMMNbIOTEPHON Nporpammon SAP.

— s
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(L4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

fata: 18.02.2021
CrpaHunya: 2/3

Kog Ne: 7D9054

Honbnasa®, Tabnetku ractpopesncTeHTHi no 20 mr Ne 28 (14x2);

KpaiHa-BMpobHMK: CnoseHis;

1 TabneTka racTpope3ncTeHTHa MICTUTb 20 Mr NaHTONpasony y BUTNSAI NaHTONpa3ony HaTpilo CECKBIrigpaTy;
nikapcbka cdopma: Tabnetku no 20 mr;

po3mip i TN nakysaHHA: No 14 TabneTok y GnicTepi; No 2 6nicTepyn y KapTOHHIN kopobLyi

Cepus: D95122 Pasmep cepuu: 122.048 LUT
[aTa sBupobunyrea: 10.2020 [laTta okoH4aHus cpoka rogHocTh: 10.2025

PeructpauvmorHoe yaoctosepenmne Ne:
UA - UA/7955/01/01

HassaHue v agpec nponssoauTens OTBETCTBEHHOTO 3a BbINycK | JluLieHana Ha nponssoacTso Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecTto
Llimapbeuika uecra 6

HoBo mecT0, 8501, CnoBeHus

HassaHwne nokasatenei Cneuundukaumsa PesyneTaTel aHann3os
ConyTcTayowme npumecy - MHAMBMAYanbHas cneumuyeckas - He 6onee uem 0,2 % 0,1
naHTonpason cynbMoH
ConyTtcTByiowme npumech - MIHAMBUAYanbHas cneumduyeckas - He 6onee uem 0,2 % <=0,10
naHTonpason cynbua
ConyTcTaylowme npumecy - VIHAMBUAYanbHas cneumduieckas - He Gonee yem 0,2 % <=0,10
naHTonpason N-okcua
ConyTtcTayowme npumecn - [ipyrme nhansuayasbHbie NPUMECH He Bonee uem 0,2 % <=0,10
ConyrcTsytouive npumecy - Cymma npumecei He 6onee yem 1,0 % 0,1
KonunyecTBeHHOE coaepxaHne naHTonpasona 95,0 % - 105,0 % OT 3aABNEHHOr0 KoNn4YecTea 99,9
PacTeopeHve nanTonpasona - KucnotHas cragus He 6onee 10 % oT 3asBNEeHHOTO KONMYECTBA 0-0
yepes 2 yaca 8 0,1 M HCI
PacTtsopexue naHTonpasona - bydgepHas ctagus He meHee 75 % (Q) oT 3asBNeHHOro 99-104
KONMYECTBA B TEYEHUE 45 MUHYT
Mukpobuonornyeckas ynctota - ObLiee KoNUYECTBO a3pobHbIX He Bonee 1000B 11 *2
HakTepun
Mukpoburonoruyeckas unctota - ObLiee KonM4ecTBo rpubos n He 6onee 100 B 11 *2
APOdNOKEN
Mwukpobuonoruyeckas uncrorta - E.coli oTCyTCTBME B 1T *2

*1 He aBnaeTtcs pyTUHHLIM METOAOM. TecTupoBaHWe NPOBOAMTCS 1 pa3 B IoA.
*2 TeCcT NpoBOAWTCA B COOTBETCTBUM C NPOrpaMmoi (onucaxHom B AH/)

HacToawwum nogrsepxaalo, YTo BbillenpuseAeHHas MHdOpMaLua SABNAETCA AOCTOBEPHON M TOYHOW. [aHHaa cepust
npodykumn 6bina npousseaeHa (BKMOYas yNakoBKY/MapKUPOBKY) W NPOLUNa KOHTPONb KayecTBa Ha BbllUEYKa3aHHOM
yJyacTke B NONHOM COOTBETCTBUU C TpeBGoBaHMsAMM GMP, yCTaHOBNEHHLIMWU MECTHBIM PEryNSATOPHLIM OPraHoM, a Takke
B COOTBETCTBMM CO cneyncpukaumein perucTpaumoHHON JOKYMEHTauum, yTBEPXKAEHHON B YKpauHe ANa UCCNesyemoro
nexapcTBeHHoro cpeactea. [lpoTokonbl NPOM3BOACTBA, YNAKOBKM W KOHTPONS  KayecTBa CEPUM NPOBEPEHbI U

[laHHbIA cepTU@mKaT KayeCcTBa UMEET ANEKTPOHHYIO NOANKUCH. 5 3
CepTucukaT cozaaH aBTOMaTU4ECKM BANUANPOBAHHOW KOMMLIOTEPHOW Nporpammoin SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

[Nata : 18.02.2021
Ctpahunua: 3/3

Kog Ne: 7D9054

Honbnasza®, tabnetku ractpopesncteHTHi no 20 mr Ne 28 (14x2);

KpaiHa-BupobHuk: CnoseHis;

1 TabneTtka racTpopesncTeHTHa MicTUTL 20 Mr naHTonpasony y BUrNsSAi NAHTONPAa30sly HATPIK CeCKBiriapary;
Nikapcbka opma: Tabnetky no 20 mr;

po3Mip i TMN nakysaHHA: No 14 TabneTok y BnicTepi; no 2 GnicTepy y KapTOHHIN Kopobui

Cepus: D95122 Pasmep cepumn: 122.048 WIT
[ara BupobHuyrea: 10.2020 [laTa okoH4anus cpoka rogHocTu: 10.2025

PernctpaumoHHoe yaocrtosepenue Ne:
UA - UA/7955/01/01

HassaHue 1 agpec nponssoaAnTens OTBETCTBEHHOIO 3a BbiNyck | JILEH3Na Ha npou3soacTBo Ne:
cepuu: 800-13/2018-6

KPKA p.a., HoBo mecto
LLimapbeluka yecta 6

Hoso mecTo, 8501, CnoBenusi

cooTBeTCTBYIOT TpeboBaHmam GMP.

Cepwus BbinyLieHa B COOTBETCTBUM C AeiCTBYIoWER Bepcueir AH UA/7955/01/01.

[laTa Bbinycka Ha pbiHOK: OTBETCTBEHHOE NULO 3a BbiNyck f1IC Ha PbIHOK
04.01.2021 AHppes CeHunua

o,

YNPABJIEHUE KAHECTBOM
KPKA, a.4a., HoBo mecTo
Llimapbewwka uecta 6, 8501
CnoseHun

[aHHbi cepTUmrKaT KauecTsa MMEET INEKTPOHHYI0 NOAMUCH. 5
CepTuchukaT cozaaH aBTOMaTU4ECKM BannanpoOBaHHON KOMNbLIOTEPHOW NporpaMmoi SAP.




NEPEKNAL OPUMHATIBHOIO CEPTU®DIKATY SAKOCTI

CEPTUODIKAT AKOCTI

(L4 KRKN

[ara apyxysanHs cepTudikary
Cropinka: 1/2

Koa Ne: 7D9054

Honbna3za®, Tabnetku ractpope3ucteHTHi no 20 mr Ne 28 (14x2);
KpaiHa-BupobHuk: Cnosexis;

1 TabneTtka ractpopesucTeHTHa MicTuTb 20 Mr naHronpasony y Burnagi nasiron

nikapcbka cpopma: Tabnerkm no 20 mr;
po3Mmip i Tun nakyBaHHs: no 14 Tabnevok y 6nicrepi; no 2 Gnicrepu Y KapTOHHiit kopobui

pasony HaTpilo ceckairigpary;

Cepia: D95122

Poamip cepii: 122.048 WIT

[ara supobrHuyrea: 10.2020

fara sakiHveHHs TepMiHy npuaaTHocTi: 10.2025

PeecTtpauiiiHe noceiguerHs Ne:

UA - UA/7955/01/01

HasBa i appeca supobHuka, BignosifansHoro aa BUNYCK cepii:

KPKA g.a., HoBo Mecto
Ulmap’ewka yecra 6

Hoso mecro, 8501, CnoBeHisn

Niyensis Ha BupoBHUYTBO Ne:
800-13/2018-6

Haaea nokasHukis

Cneuwndikauin

Peaynbrath sBunpobysamb

Onuc

Tabnerm cBiTNOro XoBTO-KOPUHHEBOTO KOSibOpY,
0BafnbLHi, TPOXN ABOONYKS, BKPUTI NNlBkoBGIO
o6onoHko

Bianosigae

OAaxopiaHICcTs 4030BaHUX NpuamansHe yucno (AV) cknagac He Ginbwe 15,0 54 R
OAMHULIL (OAHOPIAHICTb
BMicTy)
Po3napanHs - 2 ToAuHM Mpu TemnepaTypi 37 £ 1 °C y 0,1 M HCI Bianosinae

Ha xogHin TabneTui He BUAHO 03HaK posnaay

(okpim chparmenTie 06onokku) abo YpiwmH, Yepes

SKi MOXE BUAINATUCS BMICT
Po3nanaxHs - 60 x8unuH npu Temnepatypi 37 + 1 °C y poaduni Bianosi .

aa ¢$ocatHoro Gygepa pH = 6,8 VReEiaZe

SKwo TabneTku He BIANOBIAATL BUMOraM yepes

NPUWIMNaHHA A0 ANCKIB, TECT NOBTOPIOKOTHL Ha IHWUX 6

Tabrerkax, OMUHaKMU AUCKA.

TabneTky BiANOBIAAIOTL BUMOram TECTy, AKWLO BCi B

TabneTox po3nagalwTLCs.
laenTudikauis naHTonpasony | Yac yrpumysanns signosigae 4acy yTpumyBaHHS Bignosigae -
- BEPX CraHaapTy, OTPUMAHOrO NPy NPOBEAEHHI KINbKICHOrO

BU3HaYeHHsi BEPX
|aeHTUdikauis TuTaHy Po3unnH nabysae xo8T0r0 3abapsnerHs - *1
niokcuay
laeHTudikauis 3anisa okcugy | Posumn HabyBae CUHbOTo 3a6apBrexHs - *
CynyTHi poMilwKu — He Ginbwe 0,2 % 0.1
nanTonpasony cynbdox
CynyTHi JoMilukn — He 6inbwe 0,2 % <= 010 "
naxTonpasony cynbdia
CynyTHI A0MiLlWKN — He binblie 0,2 % <= 0,10 .
naHronpa3on N-okcug
CynyTri Aomilkn — oaunuaHi | He Binbiue 0,2 % <= 0,10 -
HeigeHTudikoBaHi
CynyTHi pomiwky — 3aranbia | He Binbwe 1,0 % 0.1 -

KiNbKiCTb

[Danuit ceptuchikat AKOCTi Mae enexTPOHHWA nianic.
CepTuaikaT CTBOPEHO aBTOMATUYHO BANIAOBAHOK KOMIT'IOTEPHOIO nporpamol SAP.




CEPTUDIKAT AKOCTI

(T4 KRKN

KPKA a.a., HoBo mecto

fata apyxysaHHs cepTudikaty
Cropitka: 2/2

Kopg Ne: 7D9054

Honbna3a®, rabnetku ractpopeaucteHTHi no 20 mr Ne 28 (14x2);
KpaiHa-BupoGHUK: CnioBeHis;
1 Tabnerka racTpope3ucTeHTHa MicTUTb 20 Mr naHronpasony y Burnsili naHTon
nikapceka ¢opma: Tabnertku no 20 mr;
po3Mmip i TuN nakysaHHA: no 14 Tabnetok y GnicTepi; no 2 6nictepu y KapTOHHiil kopobui

pasony Hartpito ceckeirigpary;

Cepis: D95122

Poamip cepii: 122.048 WUIT

[ara supobruurea: 10.2020

[lata 3akiHyeHHsa TepMiHy npugaTHocTi: 10.2025

UA - UA/7955/01/01

PeecrpauiiiHe nocsinveHHs Ne:

KPKA a.a., HoBo mecto
Wmap'ewka uecra 6

Hassa i agpeca BupoBHUKa, BIANOBIAANEHOrO 3a BUNYCK cepil:

HoBo mecTo, 8501, Cnosetis

NliyeHzaist Ha BUpoBHUYTBO Ne:
800-13/2018-6

HasBa noka3xukis Cneungikauis Pesynbtath Bunpobysarn Mp.*
KinbiicHui smict 85,0 % —~ 105,0 % sig 3a3HaueHol KinbkocTi 99,9 -
naHronpasony

PosunHenHs nantonpasony — | He Ginblwe 10 % gig 3a3Ha4YeHOT KINbKOCT] vepes 2 0-0 -
KACNOTHA CTagis roanHu y 0,1 M HCI

Po3unHenHs naHTonpasony — | He meHwe 75 % (Q) Bi 3a3HaueHol KinbKocTi npotsrom; 99 - 104 -
6ydepHa cragis 45 XBUNuH

MikpobionoriuHa uncrora — He 6Ginbwe 1000 KYO B 11 - *2
3aransHa KinbkicTb aepobHux

6akrepii

MikpoGionoriuna uncrora - He Ginbwe 100 KYO B 1+ - *2
3arankHa KinbkicTb rpubis Ta

ApPIXAXIB

MikpobionoriuHa uncrora — BiacyrHis 11 - "
E. coli

Mp.* = Npumitka

“1 He pyTuHHui MeToa. BunpobysaqHs nposoguTbes 1 pas Ha pik.
*2 BUNpoGysaHHs NPOBOAUTLCA BIANOBIAHO A0 NPOrPaMu (onucana 8 MKST)

Linm niaTeepAxylo, Wo BULEeHaBeaeHa iHdopMalis € ACCTOBIPHOIO Ta TouHOW. [aHa cepis npoAykuii 6yna supobnena
(BRMIOYAIONM NakyBaHHA/MapKyBaHHs) i npodwna KOHTPONb AKOCTI HA BULLEBKA3aHIA AINbHALI B NOBHIiA BignoBsigHocTi i3

Bumoramn GMP, BcTaHoBNeHUMU MicLeBum
peecTpauiiHoi  AokyMeHTauil,

3aTBepaXeHol B YkpaiHi ans  pocnigpkysaHoro nikapcbKkoro

BMPOGHULTBA, NaKyBaHHs | KOHTPONA AKOCTI NepesipeHi i BignosipatoTL BuMoram GMP.

Cepisi BunywjenHa y signosigHocTi i3 gitouolo Bepcico MKA UA/7955/01/01.

[lara Bunycky Ha puHoK:
04.01.2021

([ KRKA

KRKA

tovarna zdravil, d.d.,

Novo mesto

PErynaTOpHUM oOpraHoMm, a TakoX y BignosigHocti go cneyudikayir

sacoby. [lpoTokonu

Ocoba, BignosigansHa 3a BuNyck J/13 Ha PUHOK
Anxppes CeHiua, /ninnuc/

YOPABNIHHSA AKICTIO

KPKA, a.4., Hoso Mecto

Wmap'e wka yecra 6, 8501

Cnosekin

[lanni ceprudhikaT AKOCTI Ma€ @NeKTPOHHMA NiaNKC,
CepTudiikat CTBOPEHO aBTOMATUYHO BANiAOBAHOI KOMN'IOTEPHOIO nporpamoio SAP.




JAEPXIIIKCIIYXXBA
JAEPKABHA CJIIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJACTI

npocnekt Banepis Jlo6anoscrkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JTPTIOY 37078774

BHUCHOBOK
Npo SIKICTH BBE3€HOro B YKpaiHy JIiKapchbKOro 3acody

09.03.2021 Ne 8435/21/10

HOJIBITAZA®

(naliMeHyBaHHS NikapchKoro 3aco6y 3riHO 3 peeCTpaLi HHUM MOCBITYEHHAM)
Ta0JeTkH racrpopesucrenTHi mo 20 mr no 14 Tabaerok y Gaicrepi; mo 2 OJticTepH y KapTOHHIi
Kopoomi

(¢popma Bumycky, 103yBaHHS, BUL NTAKyBaHHS JTiKapChKoro 3acoby)

Homep peecrpauitinoro nocsizuenns UA/7955/01/01 crpox nii peectpauiiinoro nocsimaenns 01.01.2099

Cepis nikapcrkoro 3acoby Ne D95122 KinekicTs BBe3eHOr0 Jikapcwkoro 3acoby 2304
Bupo6unk KPKA, n.1., HoBo MecTo, CnoBeHis
(HaliMenyBanHA BUPOGHHKa TiKapchKOro 3acoly, kpaiHa MOXOHKEHHS )
BaeseHo B VkpaiHy CrinbHe yKpaiHChK0-eCTOHChKE HiANPHEMCTBO Y dopmi TOBapHCTBA
3 00MeKEeHOI0 BiAnoBixaabHiCTIO "OntimMa-®apm, JIT", izent. xon:
21642228

(HatiMenyBanHs Ta kox 3a €JIPTIOY topuawHoi 0co6H aGo npi3BHLLE, iM's, 110 6ATHKOBI diznunol
0co0H - nianpuemus, ii Mictle POXKUBAHHS Ta peecTpawiiiHuii HOMEP 001iKOBOT KapTKH TLIATHHKA
nozatkis abo cepis Ta Homep nacriopra)

TpoTokon BisyansHoro koutpoato Bix 26.02.2021 Ne 0517/41.

3a pesymbTaTaMM  JEpXKaBHOTO KOHTPOMIO BCTAHOBIEHO, MO nikapcekuit  3aci6 BBeseno B VkpaiHy 3
AOTPUMAHHSIM BHMOT 3aKOHOAABCTBA MO0 3a6e3MeUeHHS § IKOCTI JIIKapChKHX 3aC00iB.

-

Onekciit COJIOAPAN

iy - - \ 7 e ;
(nog:e,nb;ia ocoffa opray: iepkabBHOr0 KOHTPOIIO) \“i?m:mnc) (iniujam Ta npissuuie)
PR eE o :

x YAy
.

it M_n_




JAEPHKIIKCIYXKBA
JIEPKABHA CJYXKEA 3 JIKAPCLKUX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHKAMH
Y LIHIHPOHETPOBCbKiﬁ OBJIACT]
JMuinpo, nn.CoGopia,4, k. 601-605, 49005, ren, (066)3454171

BHCHOBOK
npo uxicTs BBezenoro B Yxpaiuy aikapcenkoro sacoby
06.09.2021 : No 50284/21/0411
HOJBIIA3A®

QraHMeITy Banks HKAPCLKOTrO 30¢o0y 31HH0 3 peccI pallifita 1LoCBLICIINM )
tafaeTki racrpopesncrenTni o 20 mr no 14 Tatuerok y Gaicrepi; o 2 Guicrepn y
Kapromuiti kopobii
(hopma BHINYCKY. 103y Raills, BHL HIKYB JiRapeskoro sacofby)

Honiep peceTpaniitnoro nocsiauenns UA/7955/01/01 crpok aif pecerpauitinoro nocsiavenss 01.01.2099
Cepis nixapeskoro zacofy Ne D9803S Kisbkicth sBesenoro sikapeskoro sacofy 9000

Bupoduik KPKA , a.1.,Hoso mecTo, Chosenis
Qraiisenysals BapofiaKR JiKIPCRKOTo 3aC00Y, Kpaiia 0X0MRHI)

Bieseno s Ykpaiiy Tosapuerso 3 odmexenolo BiwnosinaashicTio "baJiM", inenr. kox:
31816235
(Haiisenynanny ta kou 3a CAPTIOY wprananol ocobn abo upizpuiie, ', 1o GarLKoni
diznuniol ocoBr - ninnpress, T Micle IPoKHBAHINR Ta pecctpauiiingii nomep olnikosol
KAPEKTE TDIAT KA HOMErKIB 200 Cepis 1 HOMEP 1aciopTa)

Iporokon nisyanasaoro konrpomo sia 03.09.2021 n: 03-01/2871/84.

3a pesyALTATAMH ACPKEBHONO KOHTPOJMO  BCTANOBAGHO, 1o sikapcwknii 3aci6 Beeseno 8 Yxpaiuy o

AOTPHMAHHIM BUMOT 32KOHONABCTEA HIOA0 Jadesneuetnig AKoCTi NikapewKrix 1acodis.

B.o. HauansHuka JlepaasHol ciiyxon 3
JHKAPCLKAX 3aC001B T4 KOHTPOIIO 38
HApKoTHKAMHU y JIHITIpolIeTpoBeDhKiit
obacTl .

€rop BOJIKOB
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NEPEKNAL OPUTHANBHOTO CEPTUDIKATY AKOCTI

(4 KRKA

CEPTU®IKAT AKOCTI KPKA 4.4, Hopo maora
Dara apyxysanHs ceprudliary
Cropitika; 112

Kon Ng: TD9B054

Honenaaa®, radnerky ractpopeaucTenTHl no 20 mr Ne 28
KpaiHa-aupobnuk: Cnopekln
1 vaBineTka racypopestcreHTHa MicTuTe 20 Mr nadTonpazony Y Burasgl nanvonpasony Hatpho cecksirigpary

nikapcuia dopma: TaBneTku FACTPOPOIUCTENTHI
poamip | Tun naxysanun: no 14 rabneTok y Gnicrepl; no 2 Gnicrepu y kapronslit kopoSui

Cepin: D98035 Poawmip cepil: 44,856 LUT

Bara supoSunyrsa: 10.2020 Oara sakinueHHA Tepmidy npugatHocTi: 10.2025
PeectpauiiiHe noceigyeHHs Ne:

UA - UA/TS56/01/01

Hassa | agpeca eapobruka, sinnoaigansHoro sa sunyex cepii: | liyensis na snpoBruyTteo Na;
KPKA a.a., Hoso MecTo 800-13/2018-6

Wmap'ewsa wwecra 6
Hoso mecTo, 8501, Cnopetin

Hassa nokasHuxis Cneumdikauisa PeaynkTaTi BUnpobysass Tp.*
Onye Talnetu caltnord MOBTO-KOPUYHEBOIC KONbOPY, Bianoslaae -
GBANLHL INBrKE AR00MYINL BKpMTE NNIBKOBOK
OECAOHKDN
OnropigHicTs KOSOBBHIX MpuitansHe wacna (AV) cknagac ue Ginswe 15,0 81 .
OAMHMLL (ORHOpIRHICTL
 BraicTy)
PoanagalHs 2 ropwqu npy Temnepatypi 37 £ 1°C y 0,1 M HCI Blanosinac -

Ha xoawiik TabneTud He BWEHO 0IWaK po3nagy (Oxpla
dparsmenia oGonoHion afo TpiumK, Nepes Ak mowe
BAAINaTHCR BaicT

Poanaganqa 60 xprnsH npu Tomneparypi 37 £ 1 °C y poavaHi Binnosinae -
pocdarHore Gydepa pH = 8,8

Ao TalinoTin He eignosinaoTe BMMOraM Nepes
HPUAKASHER A0 SUCKE, TECT NGBTOPIOIOTe HE IMLWKK 6
valbneTeax, omuraodn aucxid. TatneTis siznopizawom
BUMOTaM TAGTY, RKO BLi WieTs YabneToK

POSNaN30TLER,
laewTudikauin nanronpasony | Yac yTpuMmyRanMA eianoBsigac wacy yTpHMyBanKA Blanosinae -
-8EPX CTaHAAPTY, OTPUMEHOrO NPY fipnsegsHal KinuklcKoro

BngraveHHn BEPX
laeHTHdiKaLHR TUTaRY Poauw nabyane mosToro 2a0apBnesHa - *1

| Aiokeuny

lgesTudgbikauin saniza ouclly | Posyun HaGyeae CHHLOrD 3aBED3NSHHA 1] *4
CynyTHi aoMirM — He Ginsiwe 0,2 % \l 0.t .
NEHTONpPa3 N6DOH

CynyTri JOMILIKY ~ He Ginbe 0,2 % <= 0,40 -
NaKTONPalony cynbdla /

CynyTri aomittikm — He Ginswe 0.2 % <= 0,10 -
naHtonpason N-okcuy

CynyTsi fomitigs — opuinani | He Ginewe 0,2 % <= (.10 -
Heigenmpixosan!

CyryTHi gomiuues - agransHa | He binswe 1,0 % 0,1 -
KnLKICTE

Kinwidgnuid amlcr 96,0 % —105,0 % vl 3@anavesol kinskocri 1010 -
nawionpasony

Nanui cepTuplar ReocTl Mac aneKYROHHWA tianme.
Capruleat CTROPSHO SRTOMBTHYHO BANIROGSHOI0 KOMN'IITEPHOIG NPOFPAMDIN SAP.

1
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CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA a.4., HoBO mecTo

Dara apyxysasus cepTudikaty
Cropinka: 2 /2

Kop No: 709054

Honbnaa®, rabnarku racrpopeanucTenTHi no 20 mr Ne 28
kpatha-Bupoburx: Cnopenis

1 raBneTia racTpopeIHcTaNTRA MICTUTL 20 MF NaHTORPA30NY ¥ BYWINSAI RAHTONPa3ony HaTpiw ceckeiriapaty
nikapcoia dopma: TaBNeTkK racTpopesncTeHTH|
poamip I TN naxyRaHHA; no 14 rabnetok y 6nicrepl; no 2 Bnicrepu y xapToHkli kopobui

Capia: D38035

Poamip cepil: 44,856 LUT

Hara eupoSHulTtea: 10.2020

Aara sakindeHHA Tepminy npugatHocTi: 10.2026

UA - UAJT955/01/01

Pecctpauiiine nocaiguerHs Ne:

KPKA a.i., Hobo mecro
tiimap'ewka yecra 8

Hazea i agpeca eupobyuka, BIANGBIGAREHCTO 32 BKNYCK cepil:

Hoeo mecro, 8501, ChRoseHis

NiueHsis Ha enpobHKLTEO Ne:
800-13/2018-6

Hasas NokasHukis Cnetprdikautia Pasynsvath sunpodysse Np.*
Poassaserma nanTompasony - | ke Ginswe 10 % sig jasHavenol kinskocTiy 0,1 MHCI |0-0

KKCIOTHE CTadMn Nepas 2 FOAmHI

PosqMHeHHR nasTonpazeny — | He MeHwe 75 % (Q) ain asadauesol XMnekosTi 101-163
| Sydepra craain NPOTRTOM 45 XaWnH

MikpoSionoriysa WueTers — He Ginuwe 1000 YO8 11 - *2
Baranbra winekicTs aepobinmx
| Gaxrepin

MikpoGionorivxa yueToTa - He Ginewe 100 KYO 8 1 ¢ - *2
Jaranena knbicTy pufle Ta
| Aphkuin

MikpoGionorivHa Ywcrora - Biacytwip 1 r *2
| Escherichia col

Nip.* = [pumiTka

"1 He pyrvstini mevogd. BunpolyeaHHs nposoautscn 1 pas Ha pix.
*2 munpofysanns NpOSOAWTLCH BIQNORIAHO A0 Npolpary (onucaxa 8 MKF)

Uum nigreepaxyio, Wo BuleHaredeHa iHdopmauia ¢ foctosipHow Ta TouHow, flana cepin npoaykuil Syna supobnena
(BKnioMEINYM NAKYBAHHA/MEPKYBAHHS) | NPOALLNA KOHTPOML AKOCTI HA BUUIEBKA3AHIR AiNsHUY B NOBHIM BignoBigHocT i3
suMoramu GMP, BCTaHOBNeHMMA MICUSBAM DerynaTOPHUM OPraHoM, 2 Takox Yy eignosigHocti Qo cneuwdbikaui

peecTpauiitioil  pokymeHTauil, sateepOkeHol B YxpalHi AnA  [OGNIDKYBAHOM NIKAPCEKOTO

BupoBHUUTEA, NAKYBAHHSA | KOHTPONA AKOCTI NepesipeHi | Bianopinsx e sumoram GMP.

Cepin sunyulexa y signoeigHocTi i3 Kool Bepciern MKS UAITAS5/01/01.

sacoby.  TpoTokonu

DaTa sMycky Ha PHHOK; Ocoba, BinnceinancHa 38 swyok I3 Wa puHok
20.03.2021 7 Anppen Ceniua, /nignng
WGk 3
(. MRIGN VIPABNIHHA SKICTIO
BT A KPKA, a.4.. HoBo mecro

teo travil, dog.,
Craeziny

o

{limap'e usa necTa @, 8501
Crogenin

Banud ceprisdixat SKocTi Mae enexTROHHIA RLANIC.
Capmdiiar cTeopaHo aBTOMATHHHO BANIQOEAHOIO KOMA'IOTEPHOI NPOFPaMaie SAP,




CEPTU®UKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

Para : 23.06.2021
Crpanuua: 1/3

Kog Ne: 7D9054

KpaiHa-smpobnuk: Cnosexis

Honbnaza®, TabneTkn racTpOpesUcTeHTHI no 20 mr Ne 28

1 TabneTka racTpopesncTeHTHa MICTUTL 20 Mr MaHTONPa3oNY Y BUrNAKI NAHTONPA30AMY HATPID ceckeirigpary
nikapcoka dopmMa: TabneTkH racTpopesucTeHTHi
PO3MIP | TUN NakyBaHHR: o 14 TabneTok y GnicTepi; no 2 GnicTepu ¥ KapTOHKIK kopobui

Cepusn: D98035

Paswmep cepuw: 44.856 LUT

[ara eupobunurea; 10.2020

Jata okoH4aHWa cpoka rogHocTi: 10.2025

Pernctpauuonroe yaoctosepeHne Ne:
UA - UA/7955/01/01

Hazeatne 1 agpec NponsBOAUTENS OTBETCTBEHHONO 3a BLINYCK | JIMUENH3us Ha NpousBoacTEO Ne:
cepuu; 800-13/2018-6
KPKA a.a., HoBo mecTo
Wmapbelka yecra 6
Hoeo mecTo, 8501, CnoeexuA
Hassaune nokazarenei Cneundukauua Pesynbrartel aHanuaoe

Onucatne

OAHOPOAHOCTE ROIMPOBAHHEIX SAWHNL (OAHOPOIHOCTE COAEPKAHNR)

Pacnagaemocts

PacnapaemocTte

MaenTuchikaums naHTonpasona - BAWX

MaeHTUDMKALIMA THTEHA aUOKCHA2

Waentnprkauns weness okcupga

ConyTeTBYIOLME NPHMECH - NAHTONPA3oNa CYRbEIOH
ConyT¢TeyouwMe npUMeck - NaHTonpaszona cynsdug
ConyTcTByIOWMe npumech - nanTonpaszon N-okcua

Tabnerx CBETNONC MENTC-KOPNYHeEOrO LBETS,

OBANLHEIE, CAETKA ABOAKCBLINYKNEE, NOKPLITHIE

NNeHOYHOA oGonoYKOR

Noxasatens npueMnemocTy (AV) coctaenseT

we Bonee 15,C

- 2 vace rpw Temnepatype 37+ 17Ce 0t M

HCI

Hu Ha 04HOR TATNETH He BUAHC NPYIHaKOB

pacnaga (kpome tparmziTIB o6onoyim) U

TPEUWIH, YEPE KLTDLLE MOMET BIEENATLCA

COAEPNUMOe:

- 60 MyH DpW TeMnEpaTYpe 37 1 1°0 &

pacteope dioctharvoro Bydeps ¢ pH=6.8
Ecnu tabnemw He cootBeT<ieywT TpeSoBaHu0

#3-33 NDUAMNZHKA K ANCKAM, TECT NOBTOPAIT
Ha apyrux 6 TaBneTkax, MAHYS QUCKA.

Tabnetku cooTeetcTeyioT TpeboBaHMIO, &CNM
Bce 6 TaneTok pacnapawTes.

Bpema yAepXKMBaHNA COOTBETCTBYST BPEMEHN

YREPHNBAHKA CTEHAAPTA, NONYYSHHOTO NPU

NpoBEASHUN KONWISCTEEHHOM onpeaenerns BIMNOL

Pacraop npuofpeTaeT KenTwi user.

Pacreop npuoBpeTasT CUHMA LBET.

He Sonee uem 0,2 %

He Gonee yem 0.2 %

He Gonee vem 0,2 %

CoorBeTcTBYRT

L

CooTeercTEYyeT

CooTeercrayer

CooteeTcTRYET

"
"1
0.1
<= 0,10
<= (0,10

DanHbti capTuthukarT KAUSCTEa RMOET SNEXTRORRYIO NOANMCE,

CepTudmkar cosqaH ABTOMATHUECKN BANMAWPOBAHHON KOMABIOTEPHOW NporpamMMol SAP,



CEPTU®UKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

Aata: 23.06.2021
Crpannua; 2/3

Kog Ne: 7D9054

Honbnasa®, TabneTkn racTpopesucTerTHi no 20 mr Ne 28
KpaiHa-supobHuk: Cnopexia

nikapcbka hopma; TaGneTkn racTpopeIncTeHTHI
PO3Mip | TMN NakyBaHHA. no 14 TabneTok y Bnicrepi; no 2 GnicTepy y KapTOHKIA kopobLi

1 TabneTka racTpOPE3NCTEHTHA MICTUTL 20 Mr NaHTONPasony y BUMALI NAHTONPA30NY HATPII CeckairiapaTy

Cepun: D98035 Pasmep cepun: 44.856 LUT

Aara snpoGavurea: 10.2020 HaTta cKOHYaHWs cpoka rogHecTu: 10.2025

PermcTpauuorHoe yaocrosepeHue Ne:
UA - UAJ7955101/01

cepwn; 800-13/2018-6
KPKA g.a., Hoeo mecto
lWmapeewka yecra 6

HoBo mecto, 8501, Cnogenus

HaseaHue v agpec NpousBoauTENA OTBETCTBEHHOrO 3a BhiNycK | SiuueHaus Ha npouseoacTso Ne:

HaseaHwne nokasaveneii Crneundukauyus PesynbTarel aHanusos
ConyTCTBYIOIME NPAMECH - SANHNYHBIS HEUAEHTUHUNPOBEHHLIE He Gonee vem 0,2 % <=0,10
ConyTcTByiOLME NPHMOCH - 0BLLEES KONUYECTRD He Gonee vem 1,0 % 0,1
KonuuecTaerHoe COASpPXaHNe NaHToNpasona 95,0 % - 105,0 % 0T 32ABNEHHOTD KONUuecTBa 1010
Pacreopeume naHTonpasona - KncnovHas cragus He Sonee 10 % OT 3aABNEHHOMC KOAKWYECTRA 0-0

yepel 2vacae 0.1 M HCI
PacTeopeHue nadTonpaaona - Bydepras cragns He menee 75 % (Q) ot 3ansneHHOr 101 -103

KONW4eCTBa B TEUeHWe 45 MUHYT
MupoGuonormueckas yacToTa - OBLues XONMUECTBS aapoBHLIX He Bonsz 1000 ROUE= 1T "2
BakTepnii
MukpoSuonoruieckas YucToTa - OSies KoNMYeCTBO IPUGos W rie Sones 100 KOE2 11 *2
APoxoKei
MuxpoBuonormieckan wucrora - E.coli oTcyTeYREE 2.1 5 2

™1 He ABNAETCA PYTHHHLIM METOAOM. TECTUROBaNWe NPOBOAWTCA 1 323 B rog.
*2 YECT POBOAMTCH B COOTBETCTENM C NPOrPaMMOH (ONTUCAHHON B AHL}

HacTosmm noaTBepKaalD, YTO BbILUENPUBEAEHHAs UHEOPMALMS ABNAEGTCH JOCTOBEPHOW M TOuHOW. [lawHaa cepus
npoaykuun Seina npousseaeHa (BKAOYAA YNAKOBKY/MAPKMDOEKY) W NPOLLNS KOHTPONb KAYEeCTBa HA BbILLEYKAZAHHOM
yuacTke 8 NONHOM COOTBETCTBUN C TPeBoBaHMAMN GMP, YCTAHORNEHHENU MECTHBIM PErynNATOPHBIM OpraHoMm, a Taike
B COOTBETCTBAM CO Cneunukaunen perucTpauMoHHOR SOKYMEHTALMW, YTBEPKASHHON B YKpauHe AnAa uccneayemoro
nekapcTeeHHoro cpeacrea. [lNpoTokonel NPOW3BOACTBA, YNAKOBKM W KOHTPOMS  KayecTea Cepli nposepeHbl U

CooTBeTCTBYIOT Tpeboranuam GMP.

Cepua BhiNyleHa B COOTBETCTBAN C ABHCTBYIOWEN Bepcuen AHL UA/T7955/01/01.

HanHbih CEpTUDUKAT KAYECTBA WMEET ANEKTPOHHYIO NOANNCH.
CepTUduKaT CO3LaH ABTOMATHHECKH BANMIMPOBRHHOR KOMMEIOTERHON Nporpammon SAP,



(T4 KRKN

KRKA, d.d., Novo mesto

Dara : 23.06.2021
Ctpanuya: 3/3

CEPTUOUKAT KAYECTBA

Koa Ne: 7D3054

Honenaza®, Tabnetku racTpopesncTenTHi no 20 mr Ne 28

kpaiHa-snpobHuk: Cnosexis

1 TabneTka racTpopeaucTeHTHa MICTUTL 20 M NAHTONPa30Ny ¥ BUINAAI NaHTONPAIoNY HATPID cecksirigpaty
nikapcbka popma: TabneTkn racTpopesncTeHTHI

PO3MIp | TN NakyeaHHs: no 14 TabneTok y GnicTepi; No 2 BnicTepu ¥ KapToHHil kopobLj

Cepun: D28035 Pasmep cepun: 44.856 WIT

fata enpoGruurea: 10.2020 flaTa okoHYaHus cpoka rogHocTw: 10.2025
PerucrpauvoHHoe yaoctosepenue N2

UA - UA/T955/01/01

Hassanwe 1 agpec Npou3e0QUTENs OTBETCTBEHHOIO 3a eeinyck | fluueHzus Ha npowssoacTeo Ne:
cepuu; 800-13/2018-6

KPKA p.4., HoBo mecto
WMapbewka LecTa 6

HoBo mecTo, 8501, Cnosenus

Dava soinycka Ha PRINOK: OTeeTCTEBEHHOS NHUO 38 BrinycK JIC Ha priHoK
29.03.2021 Angpes Cexnua
YIIPARNEHWUE KAYECTBOM

KPXA a.a., HoBo mecTo
Wuapseiuka uecra 6, 8501
| CnoseHna
(09 KRR
: KA,
toy o zdravil, d.d.,

v b, v
Moo ramiic
B . o e e S

BaHHL CepTHDUKAT KaUECTBA UMEET 3EKTPONRYIO NOANNCE.
CepTuchnkaT Co3AaH aBTOMATHUSCKH BANWAMPOBAHHON KOMDLIOTEPHOA Nporpammoil SAP,




JIEPXKJIIKCIIYXKBA
JTEPKABHA CJIYKBA 3 JIKAPChKHAX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHKAMH
Y THINMPOIIETPOBCBHKIA OBJIACTI

Huinpo, m1.CoBopHa,4, x. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK
Npo AKicTL BBe3eHOro B YKpainy JikapckKoro 3acoby
08.10.2021 Ne 58976/21/04
HOJIBITAZA®

(HalMeHYBAHHS NiKAPCHKOTO 3aCO6Y 3riIHO 3 PEECTPALiHHUM MOCBIAYEHHAM)
Ta6.;1eTKH racTpopesucrentHi mo 20 mr no 14 tabaerox y 6aictepi; mo 2 6aicrepn y
KApTOHHIH KopoOui

(thopma BHIYCKY, LO3YBAHHS, BK NaxyBaHHA Jlikapcekoro 3acoby)

Homep peectpauifinoro mocsimaenns UA/7955/01/01 crpok il peectpauiiinoro nocsizdenns 01.01.2099

Cepia nikapcekoro 3acofy Ne DA1395 KinekicTs BBe3€HOrO Tikapchkoro 3acofy 15728
Bupo6Huk KPKA, n.1. , HoBo Mecro, CoBenis
(nafiMenyBaHHg BHpoOHUKaA Nikapcekoro 3acolfy, kpaiHa NoXoMkeHRs)
Baesero B Ykpaldy ToBapHcTBO 3 00MekeHOI0 BianosinaabHicTio "BaJIM", inenr. xon:
31816235

(nadimenysaHHA Ta koA 3a CJIPIIOY opHouuiol ocobn abo npiserLle, iM'|, no HaTekosi
disnunol ocolu - migapuemMud, ii Micie NpoxkUBAHHA TA peecTpanilfinyii Homep obnikopol
KapTKH NIATHUKA NOAATKIB abo cepis Ta HOMEP NEACIIOPTa)

IlpoToko BisyaasHoro koutpoaio sig 07.10.2021 N 03-01/3334/5.

3a pesymnTaramu AepHABHOrO KOHTPONK BCTaHOBAEHO, Io Jikapchkuli 3acié BBeseHo B VYkpaiwy 3
JAOTPHMAHHSAM BUMOT 3aKOHOJABCTBA LIO/O 3a0€3MeYeHNs AKOCTI MIKAPChKMX 3ac0bis.

B.o. HayansHEKa JepkaBHOT cnyxOH 3

NMiKapCchHKHX 3aco0iB T4 KOHTPOIO 34
P . TPOITO 34 €rop BOJIKOB
HapKOTHKaMH Y J[HIpoeTpoBChKii
obacti
(nocanona ocofia OpraHy AepKaBHOTO KOHTPONIO) (mianuc) (ininjam Ta npissHie}

M * }‘lm:) ™
&0‘\&19 EC&*,",_




CEPTUDIKAT AKOCTI

(L4 KRKN

KPKA a.8., HoBo MecTo

Hara: 30.08.2021
Cropixia: 1/2

Kon Ne: 7F0848

Honbnaza®, TabneTku ractpope3ncTenTHi no 20 mr Ne 28
Kpaina-eupodHuK: CnoBeHin

1 TabneTka racTpope3ucTeHTHa MicTuTh 20 Mr NaHTONPasony y BUrNagi naHTonpasony Harpiw cecksirigpaty
nikapcrka ¢hopma: TabneTkn FaCTPOPesUCTEHTHI
po3mip | TMR nakyeaHha: no 14 TabneTok y GnicTepi; no 2 GnicTepy y KapToHHi Kopobui

Cepis: DA1395

Poamip cepil: 53.440 LUT

Data snpobruurea: 01.2021

Larta sakiHyeHHsa TepMiHy npuaaTtHocTi: 01.2026

UA - UAJ7955/01/01

PeecTpauiiiie noceigueHHs Ne:

KPKA n.a., Hoeo mecto
Wmap’cwka necra 6

Hassa i aapeca supoGHHKa, BIANOBIAANBLHOrO 3a BUNYCK cepii:

Hoeo mecTto, 8501, CnoseHin

Niuensia Ha BUpoBHULTEO Ne:
800-13/2018-6

Ha3ea noxasHukie Cnoyudirauia Pesynetati sunpobyeans Np.*
Onuc TaBneTxu CBITNOMO MOBTO-KOPUUHEEOTO KOMCPY, Bignoeigae -
OBANbHI, TPOXK ABOOMYKNAI, BKPUTI NiBKOBOM
 0BONOHKOK
OpaHopinHicts gozoBaHIX He Ginbwse 15,0 31 -
OAMHWLE (OAHOPIAHICTE
BmicTy): FpuliMansHe Yneho
(AV)
laextichikauin Turany Poauns Habyaae woeToro sabapeneHHs - *
| diokcuay
InenTudikavis sanisa okcuay | PosuuH Habyeae cUHLORO 3abapenenns - 1
InenTudbikanis nawronpasony | Yac yrpusysana mae signosizary yacy yrpumyeanHa | Bignoeigae -
—-BEPX CTaHAAPTY, OTPMMAHOTO NpU NpoBeaeHHi KinekicHoro
Buaha4eHHn BEPX
CynyTHl gomiwkm — He Ginewe 0,2 % 0,2 -
TAHTORPA3ONY CyNbghoH
CynyTHE Aomiwm — He Ginpwe 0,2 % <=0,10 -
naHTonpasony cynscthig -
CynyTHi Aomiturm — He Ginbwe 0,2 % <=0,10 -
naHronpason N-okcua
CynyTri gomiwky — oguHuuei | He Ginblue 0,2 % <= 0,10 -
HeifeHTikoBaHI
CynyTHi goMilLi — 3aranbHa | He Ginsie 1,0 % 0,2 -
KinkkicTs
PoanagaHHs 2 ropuaY Rpu Temnepatypi 37 £ 1 °Cy 0,1 MHCL. Ha | Blanosigac -
HOAHIK TabReTU He BUAKO 03HaK poanaay (okpiv
parmeHTie oBonoHiu) abo TpilUWH, Yepes Ak Moxe
BIAINATUCH BMICT.
PosnanaHHi 60 xaunut npw Temneparypi 37 £ 1 °C y posynn Bignoeigae -
¢hocchatroro Gydhepa pH = 6,8. Ao TaBNeTkH He
BIANOBIAZKTE BUMOraM YEPes NPUIUNAHHA A0 ANCKB,
TECT NOBTOPINOTL HA IHWWX B TAGNeTKax, OMUHaouY
Ancku. Tabnerku BiANOBIAA10TE BUMOram TECTY, AKWO
BCI WicTb TABASTOK POINAAAIOTBLS.
KineiicHnii BmicT - 95,0 - 105,09 % eig, 3asHaveHo! kinbkocTi 100,1 -
naHTonpasony

HaHuii cepTindikaT SKOCTI MAE enerTPOHHU nignue,
CeprudhikaT CTEOPEHO ABTOMATUYHO BanigOBAHOIO KOMN'IOTEpHOK Mporpamolo SAP,



(L4 KRKA

CEPTU®IKAT SIKOCTI KPKA A3, Hoso wecro

Rara: 30.09.2021
Cropinka: 2/2

Kon Ne: 7F0848
Honeunasa®, TaGneTku FacTpopesucTeHTHI no 20 mr Ne 28

KpaiHa-BUPpOGHUK: CrioBeHiA
1 Tabnetka racYpopesucTeHTHa MiCTUTL 20 Mr naHToNpasony y BUrNAAI NaHTONPasony HaTpilo ceckririgpaty

nikapckka ropma: TaGneTKU racTpopesucTeHTHI
po3mip i TuR nakyBanHA: no 14 Tabnetok v GnicTepi; no 2 GnicTepu ¥ KapToHHiit kopobul

Cepia: DA1395 Poawmip cepil: §3.440 LT
Nara supobunurea: 01.2021 Llara sakiHvyeHHs TepMminy npugatHocti: 01.2026

PeecTpauiitie nocsigueHHs Ne:
UA - UA/T955/01/01

NiueHsia Ha BUpoBHULTBO N2:

Hasea | agpeca supobHuka, BIANOBIRANBHOIG 3a BUNYCK cepil:
800-13/2018-6

KPKA A.8., HoBo MecTo
Limap’ewka ecra 6
HoBo mecTto, 8501, Cnogenin

PeayneTamm sunpodysats

Hassa nokaaHukis

Creundikaus

Po3unHeHHA nanTenpazony —
kueaoTHa cragin y 0,1 M HCI

He Ginbwe 10 %Bia 3asH.kif. npoTarom 2 rog,

0-0

Posuinetta maHTonpasony —

Sydepra cragia (75% Q)

He menwe 80 %eig 3asH.kin.npoTarom 45xsun.

99-103

MikpoGiororivHa akicTb —
Jaranexa KiNbKICTL aepoGHI
MikpoopraHismis (TAMC)

He Ginewe 1000 KYOe 11

MixpoSionoriyHa aKicTe —
3araneHa HinbKicTe
APDIINOBUX T4 MNICEHSRUX

rpudie (TYMC)

He Ginbwe 100 KYOB1r

MikpoBionoriuna sikicTe -
Escherichia coli

BiacytHia 11

"2

Mp.* = MNpumivia

"1 He pyTunnmil meTog, Bunpobyaanua nposoauTbes 1 pas Ha pik.
*2 BunpoBysaHia NPOBOANTECA BIANORIAHO A0 NPOTPaMU (onncana B MKS)

Lium nigTeepmxyio, 1o eueHaBegena iHdopmalia ¢ AOCCTOBIPHOIO Ta TOUHOIW. flaHa cepia npogykuii 6yna eupoBneHa

Cepis sunyiuera y signoeigHocTi i3 giovolo Bepcicio MKA UAI7965/01/01.

(BKNIOYAIOYM NaAKYBAHHA/MAPKYBAHHS) | NPOMLUNA KOHTPOSb AKOCTI Ha BULLIEBKa3aHiiA AiNbHULE B NOBHII BignosiaHocTi i3

BUMOramMu GMP, BCTaHOBNEeHMMW MiCLEBUM
peecTpaliiiHoi  AOKyMeHTauil, saTBepmueHol B Ykpafui
BUPOBHULITBA, NaKkyBaHHA | KOHTPONA AKOCTI NeperipeH i sign

PETYNSTOPHUM  OpPraHoM, a TakoX ¥ BignosigHocTi A0 creuudikalil
AnA  Aochifpkyeanoro nikapcbkoro 3acoby. [MpoTokonu
0BigaloTe BUMOram GMP.

Hara sunycky Ha PUHOK: { :Q IKRKM Ocoba, BignosigantHa 3a sunyck N3 Ha putok
08.07.2021 KRKA, Anapes CeHiua
tovarna zdravil, d.d.,
Novo mesto g ?
YOPABNIHHA AKICTIO
KPKA, 1.4., HoBo mecro
N Limap'e wka uecra 8, 8501

Cnogekin

Aannii cepTudpikar axocti mac enexTpoHnMiA nignuc.
CepTuthikar cTEOPRHO ABTOMATUUHG BANIAOSAHOK KOMI'IOTEPHOIO nporpamoia SAP,




CEPTU®IKAT AKOCTI

(T KRKA

KPKA g.a., HoBo mecto

Hara: 27.01.2022
Cropidga: 1/2

Kog Ne: 7F0848

Honbnaza®, TabneTe racTpopesucTenTHi no 20 mr Ne 28
Kpaina-supobHnk: Cnoselia

1 Tabnerxa racTpope3McTeHTHA MICTHTE 20 MI nanTonpasony y BUrnsdl naHTonpasony Hatplio ceckeirigpary
nikapcbka thopma: TabneTky racTpope3McTeHTHI
po3mip i TMN nakysaHna: o 14 TabneTok y GnlcTepi: no 2 GnicTepH v KapToHHii kopobui

Cepin: DAG923

Po3aMip cepii: 85.900 LUT

Jara supoGHuLTea: 09.2021

Harta 3akiHdeHHA Tepmidy npwaatHocri: 09.2026

UA - UA/7955/01/01

Peectpauiitie noceigueHHs No:

iimap’esxka necta 6

Haaba i 2apeca pupobHuka, BignorigansHoro 3a BUNYCK cepir:
KPKA n.n., Horo mecto

Hoeo mecTo, 8501, CnoBeHin

TiueHsis Ha BUPOBGHUUTEO Ne:
800-13/2018-6

naKTanpasony

Hazea noxaanukie Cneundikavis PasynbTati sUnpoGyeaHs Mp.*
Onue TabneThn cBITNOrC HUBTO-KOPHIHEBOrO KONLOPY, Bipnowinae -
oBaNkHi, Thoxu ABoonyknl, BKPUTI RNIBKOB0IK
0BONOHKGID
OgHopigHicTb KO30BAHUX He Ginbwe 15,0 4,0 -
oaunLE (oqHOpigHICTL
eMicTy): MpuilMansHe YHcno
{AV)
laeHTuthikauia TuTany Po3vnn Habyeae #osToro aabapaneHHs - "
Afokcuay
IperTudbikania aaniza okewty | Posuns HABYBAE CuHbOrO abapenenns - *
IzenTuchlkauls nakronpaszony | Yac yTPHMYEEHHA Mae BignoBigaTy yacy yToumyRaxHs | Binnoeinas -
—BEPX CYaHRAPTY, GTPUMAHOCO NP NPOBEASHHI KINLKICHOrY
Bu3daseHHA BEPX
CynyTHi gomiwim — He Ginae 0,2 % 01 -
| NaHTONpasany cynbgoH
CynyTHI aoniky — He Binswe 0,2 % <=0,10 -
naHToRpazony cynkbiy
CynyTHI oMl — He Ginbwieg 0,2 % <=0,10 -
naHvonpasen N-okchg
CynyTHi goMiwky ~ oauHugHi | He Ginbwe 0,2 % <=0,10 -
HelpexTihlkosaHi
CynyTHi goMikun — sarankHa | He Ginbiz 1,0 % 0,1 -
KinbKkicTb
Poanapaiis 2 roguHu npu Temnapatypl 37 + 1 *Cy 0,1 M HCL. Ha | Bianoeigae -
HORHIA TaGNeTU He BAHO 0aHaK poanany (oxpin
thparmehyis oGonoHkK) abo TRIlH, Yepes AKi MoXe
BUAINATHCA BMICT.
PosnapaHun 60 ¥Bunnb Npu Temneparypi 37 £ 1 °C y posyuni Bignoeigae -
thoccharHoro Gydiepa pH = 6,8, Axwo TabneTky He
BiANOEIAAI0TL BUMOraM Yepes NPUIMNaHHA 40 AWCKa,
TECT NUBTORINIOTE HA IHLLKX B TABNSTKAX, OMUHAKYN
Anciy. TabneTiw BigNOBIGAITL BAMOFAM TECTY, AKLNO
BCi WicTh Ta6ASTOK pO3NafaloThes.
KinbKicHWE BwicT 85,0 - 105,0 % Big 2asHa4eHol KinkKocTi 999 -

Ldanvis ceprudgikeT AkocT Mac enekTpoxHUi nignne,
CepTuchikaT CTROREHO ABTOMATVHHO BASTIROBAHOIO KOMNOTAPHOIO riporpamoio SAP.



(T4 KRKA

CEPTUDIKAT AKOCTI KPKA 4.4., Hoso Mecro

Bara: 27.01.2022
Cropinka; 2/2

Kon Ne: 7F0848

Honbnaza®, Tabneriu racTpopeancteHTHi no 20 mr Ne 28

Kpaina-BupobHuK: CnoreHin

1 TaBNeTKa racTpopesncTeHTHa MICTMTL 20 MF NaHTONPA30NY y BHIAAAI NAHTONPA3OIY HATPID cecKRiriapaTy
nikapebka opma: TABNETKH racTPOPeINCTEHTHI

po3Mip i Tun nakyBaHHs: no 14 TabneTok y onicTepl; no 2 GnicTepu y kapTouHiil KopoBui

Cepia: DAG923 Poamip cepii: 85.900 LUT

fara supoGunirea: 09.2021 [aTa sakiH4eHHs Tepminy npuaatHocT: 09,2026
PeecrpauitiHe nocsiguerHs Ne:

UA - UA/7955/01/01

Hazsa i agpeca BupoGhuka, signosifiansHoro sa Bunyck cepil: |fiiuersin Ha BupoGHULITRO Ne:
KPKA a.a., Hoso mecto 800-13/2018-6

liimap’cinka yecra 6

Horo mecTo, 8501, Cnogehia

Hazra noxasHusie Cneundikaitin Peaynbram BUHpoBysaHk p.*|
Poaumienta nantonpasony — | He 6inklye 10 %aBia 3a3H.Xin. npoTArom 2 rog. 0-0 -
| KMCROTHA cTagia v 0,1 M HCI

PoaunHenns nakTonpazony — | He mestue 80 %Bin 3asH.kin.mpoTArom 45xBUN. 99 -102 -
GydhepHa cranin (75% Q)

Mizpobionorluna aklets — He Glnbws 1000 KYO s 1+ - *2

Baransta KinkKicTe 2epobHne
Mikpoopranlsmie (TAMGC)
Mikpoblonorivba sKicTs — He Glnewe 100 KYO B 1T - *2
3aranbna KinkkicTs
APDREHOBUX T nniceHaRMX
rpuGie (TYMC)
MixpoBlonariviia sxicTs - BigeytHis i1 - *2
Escherichia eoli
Mp.* = Npumitka
*1 He pyTuHnni meTos. BunpaBysaus NPOBOAMTECA 1 Pa3a Ha pik,

*2 BunpofysanHn nposoguTLes BiANOBIgHO £0 nporpamk (onucana B MKA)

Uum nigTeepmyio, We BulyeHaBeacHA iHdopmaLin & AoCTORIPHOK Ta TOYHOIO. Jlava cepia npogyxyit 6yna supobnena
(BKMIOYK0NM NaKkyBaHHS/MapKyBaHHA) | NPOALLNTA KOHTPONL SKOCTI Ha BULLEBKa3aHil SIAbHUL B noOBHIA BignosigHocTi i3
Bumoramv GMP, BCTRHOBSIGHKMU MiCUEBUM PErylIiATOPHUM OpraHoM, a Takox y BignosiaHocrti go crneundikauir
peecTpauifinol  [okymedTauil, 3arsepmkeHol B Ykpaidi gns  gocnigxyeaHoro nikapcbkoro  3acoby. MpoTokonu
BUPOBHNLTBA, NaKYBAHHSA | KOHTPORS AKOCTI nepeeipeti i BignosiaaoTb BuMoram GMP.

Cepis BunyweHa y eignosintocTi is giodoio sepcielo MKA UA{7955/01/01.

{lata s#nycky Ha puHOK: OcoBa, rignosigancha 3a ennyck A3 Ha RVHOK

01.12.2021 Tana JpHosiek
— CDJU.O\?SQQ\
VR YIIPABIIHHS SKICTIO

KA, . &.8., Homo mecro
i sina ZQ!TOV‘\JE&% uiKa yecra 6, 8501
P ==t CriomeHin

Hanwii cepTuchikar skocTi Mac ENEKTPOHHWIE nignme.
CepTuchikar cTEOpeHo a8TOMaTHYHD BENELOBAHON KOMN'IGTEDHOM nporpamoio SAP,



JAEPXJIIKCIIYXBA
HAEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
Y JTHIITPONIETPOBCBKIA OBJIACTI

Juinpo, m1.Cob6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €EAPIIOY 37070665

BUCHOBOK
NPpo AKICTh BBE3€HOr0 B YKPpaiHy JiKapcbKoro 3aco0y
24.04.2022 Ne 16439/22/0411
HOJIBITA3ZA®

(nafiMeHyBaHHA JiKapchKoro 3aco0y 3rifiHO 3 peecTpauiliHuM MOCBiNYEHHAM)
TabJ1eTKH racTpopesncredTHi no 20 Mr o 14 TaéJjerok y Gaicrepi; mo 2 Gaicrepu y kapToHHiii
Kopooui

($opma BuIyCKy, NO3YBaHHS, BUI NaKyBaHHA JiKapchkoro 3acoby)

Howmep peectpauiitnoro nocsixuenns UA/7955/01/01 crpox ii peectpaniitoro nocsimuenns 01.01.2099

Cepis sikapcekoro 3aco6y Ne DA6923 Kinbkicts BBe3eHoro0 Nikapcskoro 3acoby 2880
Bupo6HuK KPKA, n.1., HoBo Mecto, CrioBeHis
(HaliMeHyBaHHs BUPOGHHKa JikapChKOro 3acofy, KpaiHa OXOKEHHS)
BaeseHo B VkpaiHy TosapucrBo 3 o6mexeHor0 BinnosinansuicTio "Ba/IM", izent. xon:
31816235

(HafimMeHyBanns Ta ko 3a €JIPTIOY ropuanyHoi oco6u abo mpissuiue, iM's, o 6aTEKOBI hizHyHOT
0co6u - miampuemud, ii Miclie POXKMBaHHA Ta peecTpauilituii HoMep 06NiKOBOT KAPTKH MIATHHKA
noaatkiB abo cepis Ta HOMep nacropra)

IIporokon BisyanbHoro kourpomo Bix 22.04.2022 Ne 07-01/768/29.

3a pesynbTaTaMH [IEpXaBHOTO KOHTPOJIO BCTAHOBNEHO, IO JikapchKuit 3aci6 BBeseHo B VikpaiHy 3
AOTPHMAHHSAM BUMOT 3aKOHOJAABCTBA LIOAO 3a0e3MeUEHH AKOCT JIKapChKHX 3acobiB.

HavansHuk JlepxaBHOI Ci1yx0u 3
JiKapChKUX 3ac00iB Ta KOHTPOJIO 3a
HApKOTHKaMH y JIHiponeTpoBChKii
obmacri

IOnigs OBUAPEHKO

(mocanoBa oco6a opraHy AepKaBHOTO KOHTPOJIIO) (ni,umﬁs;/> (ininianu Ta npissuine)




(4 KRKN

KPKA, A. A., HoBO MecTo

YNPABMHHA AKICTIO
CEPTUDIKAT AKOCTI Al rerebtinidion

8501 Hoeo mecto

CnoeeHia

Ten.; +386 7 3312 111

En. nowta: info@@krka biz

Kog Ne: 7F0848
Honwnasa®, Tabnetkn racTpopesucTeHTHI No 20 mr N2 28

Kpaisa-aupobHuk: CnoeeHin
1 TabneTka racTpope3ucTeHTHa MICTUTL 20 M NAHTONPa3oNy Y BUrNAAI NaHTONPa3onNy HaTpilo ceckelrigpary

nikapcoka dpopma: TabneTkn raCTpoPesUCTeHTHI

po3Mmip i TN nakyeaHna: no 14 Tabnetok y Gnictepi; no 2 GnicTepn vy KapToHHil kopobui

Homep cepii: DB8682

Hata BupobHuuTBa: 06.2022 [.Ela'ra saKiHYeHHRA TepMiHy npuaatHocTi: 06.2027

PeecTpauiiHe noceigveHHs Ne:
UA - UA/7955/01/01

Hassea i anpeca ewpoGuuka, signesigpansHoro 3a sunyck cepil: | NiueHsin Ha enpobHMuTED Ne:
KPKA g.a., Hoso MecTo 800-13/2018-6

llmap’ewxa uecra 6

Hoeo mecto, 8501, CnoBeHin

Poawmip cepii: 14.000 WUT

Uum nigTeepgxyto, Wwo suweHaseneHa inbopMauia € pocTosipHo Ta TovHO. flaHa cepis npoaykuii 6yna eupobnena
{BKMIOYAIOUM NBKYBAHHA/MAPKYBAHHA) | MPOMALLING KCHTPONL SKOCTI HA BMLWEBKAsaHIl AiNbHWUI B NOBHIN BignoeigHocTi i3
BUMOraMn GMP, BCTAHOBNEHMMW MICLIEBUM PperynATOPHUM OpraHoM, a Takox Y eignosigwocti po cneumdikauii
peecTpauiintol  AokymeHTauil, sateepikenol B Ykpaihi ana  gocnimpkysaHoro nikapcobkoro sacoBy. Mpotokonw
BUPOGHMLITBA, NAKYBaHHS i KOHTPONA AKOCTI NepesipeHi i sianosigawTs sumoram GMP.

Cepis aunywexa y signosigHocTi i2 giloyow sepcico MKA UAIT955/01/01.

[laTa BUNycKy Ha pUHOK: Ocoba, einnosigansHa 3a ennyck A3 Ha puHOK
26.10.2022 MeTep 3any

7/ 2

fanuk ceprudinaT AKOCTI Mae eNEKTPOHHMIA NIQNNG. Aara apywy ceptwdinary: 02.12.2022
Cep™dikaT cTEOPEHO aBTOMATWYHO BANIAOBAHOI KOMMIOTEPHOI® Aporpama SAP, Cropinka: 1/3




JEPXIIIKCIIYKBA
JIEPKABHA CJYXKBA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM
Y JTHITTPONTETPOBCBKINA OBJIACTI

Jainpo, na.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.uahttps://www.dls.gov.ua, Kox €JIPTIOY 37070665

BHUCHOBOK
npo AKicTh BBe3eHOro B YKpaiHy Jikapcbkoro 3aco0y
22.12.2022 Ne 55915/22/0411
HOJIBITA3A®

(HaHMeHYBaHEA TiKapChKoro 3acoly 3TiHC 3 peccTpauiHHUM NOCBINIeHHAM)
TafeTkH racrpopesucreHTHi mo 20 Mr no 14 tabaerox y G6aicrepi; mo 2 Gaicrepn y KapTOHHIH
Kopo6ui

((opMa BHMyCKY, 103YBAHHA, BHA NAKYBaHHS NiKAPCHKOTO 3aco0y}
Homep peecTpauiitioro nocsimuenns UA/7955/01/01 ctpox aii peecTpanifinoro nocsinueHHa 01.01.2099
Cepin aixapcekoro 3acoby Ne DB8682 KinsxicTh BBe3eHOr0 Jikapchkoro 3acoby 4560

BupobHuk KPKA, n.1., HoBo mecto, CiioBeHis

(HaiiMeHyBaHHA BUpOGHUKa TiKapChKOTO 3aC00y, KpalHa NOXOLKEHHA)

BaeseHo B YkpaiHy ToBapucTBO 3 00MexeHo10 BianoinaapricTio "baJlM", inenr. koa:
31816235

(HaiiMenyBaHHa Ta koa 3a €JIPTIOY iopHRuuHoi ocobu abo npizsniue, iM's, 10 6aThKkOBi (hizuuHoi
0colH - nianpuemns, Ti Miciie PoXUBaRHS Ta peecTpauiiiuui Homep 00NikoBOT KAPTKY NIATHHKS
noaatkis abo cepis Ta HOMEp MacnoOpPTa)

Mpotokoa BisyansHoro koutpomo sin 21.12.2022 Ne 07-01/2888/70.

3a pesylbTATAMH JIEPKABHOTO KOHTPONIO BCTAHOBIGHO, IO Jikapchkuil 3aci6 BBescHO B Vipainy 3
AOTPHMAHHSAM BUMOT 338KOHOIABCTBA MO0 3a6e3neyeHna AKOCTI NKAPCHKHX 3ac0GiB.

B. 0. pavaneHuka JleprkaBHOI clyx0H 3

nikapchKHX 3ac00iB Ta KOHTPOJIO 34
P ; > €rop BOJIKOB
HapKOTHKaMH y JIHINpOoneTpoBChKIA
obnacti
(nocazoBa ocofa opraHy AepKaBHOTO KOHTPOJIIO) (minnuc) (iniuianyd Ta npizBHILE)

Buiinsxona




CEPTU®DIKAT AKOCTI

(T4 KRKA

KPKA, . g., Hoeo mecTto
YMPABMIHHA AKICTHD
LWmap'ewka yecra 6
8501 Horo MecTO
CnoBeHia

Ten.: +386 7 3312 111

En. nowrta: i krka.biz }

Koa Ne: 7F0848
Honbnasza®, rabnetxu racTpope3uctenTsi no 20 mr Ne 28
KpaiHa-BUpoBHUK: CnoseHinA
1 raGneTxa racTpope3sucTeHTHa MICTUTL 20 Mr NaHToNpa3ony y BUrNAAI NaHTONPAa3ONyY HaTpiw ceckeiriapary
nikapceka popma: TabNeTKH racTpopesuCTaHTHI
po3amip i TMN NakysaHnna: No 14 Tabnetok y 6nicrepi; no 2 6nicTepy ¥ KapToHHin kopoBui
Howmep cepii: DB8682
Aata eupobHuuTea: 06,2022 |£|a'ra 3aKiHYeHHA TepMiHY npraatHocTi: 06.2027
Hazea nokasHukis Creundikauia PeaynsTati eMnpobysaHs Op."|
Onuc TabneTky CBITNOND XOBTO-KOPUYHEBOID KONBODY, Bianosinae -
OBANGHI, TROXH# ABOCIYKNI, BKPMTI NMIBKOBOIO
oBoNoHKoW
OaHOPIgHICTL B030BANMX Mpuimansxe Yaeno (AV} cknapae He Ginswe 15,0 34 o -
opMHMUL (oaHOPIAHICTE
 BmicTy)
lgeHTudikatyia TUTaMy PoaquH Habyeae xoeToro sabapeneHqs - *
| flokcuay
| |neHTmipikauia 3anisa okcugy | Posumy Habyeae cuboro 3abapeneHHa - 1
laeHTudikauin nawtonpasony | Yac yTpumyeaHHa Mae signoeigati vacy yTpumyeanns | Bianosinae -
~BEPX CTaHAaRTY, OTPMMEHOrD NPU NPOBEAGHHI KINbKICHON a i co
BU3HauoHHA BEPX i :
CymyTHi fomiukm — He Ginbive 0,2 % 01 -
naHTonpasony cynbdoH B fE S
CynyTHi gomitku — Ha Ginbwe 0.2 % <z (0,10 ' -
NaWTonpasony cynedig ;
CynyTH AOMIWKW - He Gineuwe 0,2 % <=0,10 -
naxTonpazon N-oxeug
CynyTHI QOMILLKM ~ 0aMHWdHI | He Ginbwe 0,2 % <=0,10 w " o -
HeinenTHdikoBaHI
CynyTHi aoMiwwn — saransHa | He Ginbwe 1,0 % 0,1 -
KiNBKICTH
Poanagaqxa 2 roauHW NpY Temnepatypi 37 £ 1 *Cy 0,1 MHCI. Ha | Bignosigae -
HOOHIA TaBineTyi He BMAHO D3HaK poanagy (OKpiM
parmenTie 0GonoHu) a6o TP, yepes Akl MOKe
BHUBINATACA BMICT.
Paosnaganus 60 xeunuH Npu Temnepatypi 37 £ 1 °C y poauuHi Bianosinae -
tocpatHore Gydepa pH = 6,8, Aayo TabneTiu He
BIAINOBIRANTL BUMOraM Hepe3 NPUMNAHHA A0 AMCKB,
TECT NOBTOPHOTL HA IHWWX 6 TaBneTrax, OMMHAIOYM
Avckl, TalineTkm BigNUBIRANTL BUMOTamM TECTY, AKLO
eci wicTs vaGneTok posnagawTses.
KinbkicHuit amicT 95,0 - 105,0 % i 3a3nauenol KinbkocTi 99,2 -
RAHTONPAAONY
Poauunennn nantonpazony — | He Sinewe 10 % sia 3aanaveHoi kinekactiy 0,1 M HCL |0 -0 ) -
KMCNOTHa cTaiA ApOTAroM 2 foguy
PoaurHeHHs naHTonpasony - | He menwe 75 % (Q) Big 3a3HaueHo] KiNbKoeTi 99-101 :
Gydepus cTagin NPOTArOM 45 XBAIMH
MixpobionoriuHa sKicTb - He Ginbwe 1000 K¥Oe 1 r - *2
3aransHa KineKicTb aepoHUX
Mikpoopraizmie (TAMC)

Aanni ceprndiraT AKOCTI Mag eneKTROHHKMIA Niannec.
CepTvdikat CTBOPEHO aBTOMATHHHO BANIQOBAHOID KOMN'IOTEPHOIO NPOrPamMol SAP,

Aara ppyky ceptudikaty: 02.12.2022
Cropinka: 2/3




CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA, a. 4., Hoao MecTo
YNPABMHHA AKICTHO
Limap'ewka wecta 6
8501 Hoeo mecro
Cnopenia

Ten.: +386 7 3312 111

En, nowra: infofkrka.biz

Koa Ne: 7F0848

Honbnaza®, rabnerxu ractpopesucTeHdTHl no 20 mr Ne 28
kpaiHa-BHpobHUK: CnoBeHin

nikapchka hopma: TabneTkn racTpope3sucTeHTHI

1 TabneTka racTpopesucTeHTHa MICTUTL 20 Mr naHTonpasony y BUrAAAI NaHTonpazony Hatpito cecksirigpary

po3Mip i Tun nakyeaHHn: no 14 tabneTok y Gnicrepi; no 2 GnicTepu y kapToHHIA kopoBui

Howmep cepii: DB8682

Jara supobruuTtea: 06.2022 I,Ea'ra 38KiHYEHHA TepMiy npuaaTHocTi: 06.2027
Hasea nokasHukia Cneymcbikauia PeayneTath ennpobypaHs Np.”

Mixpobionoriuna akicTe — He Ginbwe 100 KYOB1r
3arancHa KinoKicTb
OPDKIKOBWX Ta MITICEHEBUX
rpubie (TYMC)

2

MikpobionoriuHa RKiCT, - Bincytvis 1r
Escherichia coli

2

Mp.* = Mpumitka
*1 He pyTvHHMii meToA. Brnpobysansn nposoanTech 1 pas Ha pik.
*2 BunpobyBanHA NPOBOAMTECA BIGNORIGHO [0 NporpamK (onucaHa B MKSA)

HAaHuii cepTudbikat AKOCTI MBE SNEXTROHHWA NIANWC.
CepTndinat cTBOpeHo aBTOMATHHHO BaNQOBAHOID KOMMIOTBPHO NparpaMole SAP,

Rara ppywy ceprudikary: 02,12,2022
CropiHka: 3/3
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