CEPTU®UKAT KAYECTBA

Vs

(T4 KRKN

KRKA, d.d., Novo mesto

Crpanuua: 1/2

Kop No: 777645

cTpaHa-npoussocauTesne. CnoreHus

BnucTepy B KOPoOKe.

HAKITO®EH, pacteop Anst nHbekuuit, 75 mr/3 mn no 3 mn B amnynax Ne 5

3 mn pacTeopa (1 amnyna) coaepxat guknodeHaka HaTpus — 75 Mr
NeKapcTBEHHaA dopMa: pacTROP AN UHBLEKLUIA, 75 Mri3 MA
pasmep 1 TUN YyNaKkoBK: No 3 MN B aMnyne; ne 5 amnyn B 6nucrepe; no 1

Cepua No: A73338

Pasmep cepun: 47.276 LWIT

Harta npouzsogcTea:; 02.2020

fara okoH4aHus cpoka rogHocTu: 02.2025

PerncTpaunoHHoe yaoctoeeperne Ne:
UA - UA/3480/03/01

cepuu:
KPKA p.a., HoBo mecTo
Wmapkewka uecra 6

Hoso mecTo, 8501, CnoseHusa

HasgaHue u ajpec npou3BOgUTENA OTBETCTBEHHOIO 33 BbINYCK

800-13/2018-6

JluueHana Ha npoussogcTso Ne:

HaseaHue nokazartenei

Cneuudukaymns

PesynbTaTel aHannsos

Onwucaxne

Wsenekaemuiii 06em
IMpo3payHOCTh W CreneHb MyTHOCTU pacTeopa
CreneHs okpalUMBaHuA pacTeopa

MexaHuueckue Brniouenua:MeTog 1 - yacTuust 2 10 Mkm
MexaHuueckne BrroueHun: Metog 1 -vacTulsl 2 25 MKM
WaenTudhnkaums guknodenaka HaTpus - BOMX

Onpeaenexue pH

ConyTcteyloume npumeck - 1-(2,6-anxnopdeHnn)-2-UHE ONMHOH
ConyTcTByIOLINE NPUMECH - HEMAEHTUULMPOBAHHAS OTAEMNLHARA
ConyTcreyiume NpuMecu - Cymma

KonuuectseHHoe cofepkaHmne - BUKNOgEeHaK HaTpUs
KonuuecTeeHHoe cogepskaHne - HATPUA MeTabucynbuT

KonnyecTeerHoe copepxanie - NponuNeHrmmuLonb
KonuuecTteeHnHoe copepxaHne - cnupT GEH3UNOoBLIN

BakTepnanbHble 3HAOTOKCUHEI
CrepunbHocTb

MNpo3spauHslin pacTeop oT GeCUBETHOMO 40 cnerka

KENTOro LBeTa NpakTuieck 6e3 mexaHuyecKmx
BKIIOYEHWHA.
He meHee 3,0 mn

PacTsop ana MHBLEKUUI LOMKEH BbiTe NPO3PAYHLIM.

Okpacka pacTBopa ANA WHBEKUMIA He J0MmKHA
NPEBLILLATE OKPACKY 3TaNoHHOrO pacteopa Y5.
He Gonee 6000 yacTuwamnyna

He Bonee 600 yacTuwamnyna
CooteeTcTBYET TPEGOBAHMAM METOAUKA.

80 - 90

He 6onee 0,5 %

He Gonee 0,2 %

He Bonee 1,0 %

95,0 - 105,0 % OT 3aABNEHHOrO KONWYECTBA
50,0 % - 110,0 % oT 3anBnNEHHOro KONUYecTsa
(2,7 - 3,3 mr/ 3 mn)

90,0%-110,0% oT 3anBneHHoro

CooTteercTayeT

3.1-31
CooTseTcTRYST
CooteetcTByeT

28

1
CooTtBeTcTRYET
8,5

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

97,6

96,1

101,8

KonwuecTea(3ansreHHoe konuiecTeo 630 mr/3mn)

90,0%-110,0%0T 3asBneHHoro

103.0

KonuuecTsa(3asaBNeHHoe KonUYecTeo 120 Mr/3mn)

He Bonee 2,3 EU/mr auknoderaka HaTpus

PacTeop 4nA UHBEKUMIA AomweH BuiTb CTEPURbHbIM.

<04

CooT ByeT

Cepus BhinyUieHa B OOTBE‘!‘CTBV]M c ae A Bep ew AH,!] UAI3480!03I % Q/
e, Cbdt TTEY G40

HakHbii cepTuchnkaT aHanu3a UMeeT anekTPOHHYI MoAnuCE.

CepTudumkaT cozsaH aBTOMATUHECKN BANUAUPOBAHHON KOMNBIOTEPHON nporpammow SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUDPUKAT KAYECTBA

Crparunua: 2/2

Kog No: 777645

HAKITO®EH, pacTteop Ansa uHbekuuit, 75 Mr/3 mn no 3 mn B amnynax Ne 5
CcTpaHa-npoussoauTenb: CriopeHus

3 mn pacTteopa (1 amnyna) coaepxar anknodeHaka HaTpus — 75 Mr
NekapcTBeHHas hopma: pacTBOp ANs MHBEKUWI, 75 Mri3 mn

pasmep v TUN YNakosk1: no 3 Mn B amnyne; no 5 amnyn B 6nucrepe; no 1
GnucTepy B kopobke.

Cepusi No: A73338 Pasmep cepun: 47.276 IUT
Jara npouseogcetea: 02.2020 Llara okoH4YaHus cpoka rogHocTu: 02.2025

PeructpaunoHHoe ygoctosepeHue Ne:
UA - UA/3480/03/01

HaseaHue n agpec Npou3BoaANTENS OTBETCTBEHHOrO 33 BbInyck | Jluuenaua Ha nponzeoactso Ne:
cepuu: 800-13/2018-6

KPKA p.a., Hoeo mecto
Uimapbewka uecra 6

HoBo mecTo, 8501, CnoeeHus

Hacrosmm noaTeepxaato, YTo BbILLENPUBELEHHAS WHOPMALWS  SIBMSETCS BOCTOBEPHOM W TOYHOK. [JaHHas cepus
npoaykuvu Obina npouseepeHa (BKIlOMas yNakoBKy/MapKMPOBKY) M mpoLuna KOHTPOmNb Ka4yecTBa Ha BblLIEYKA3aHHOM
y4acTke B NOMHOM COOTBETCTBMM C TpeGoBaHuaMu GMP, yCTaHOBMNEHHBLIMW MECTHBIM PeryNIATOPHbIM OpraHoM, a TaKKe B
COOTBETCTBUM CO  cneumduKaLneil PerMCTpaLMoHHON AOKYMEHTAUMM, YTBEPXASHHO! B YkpauHe ans ncecnegyemoro
nekapcreeHHoOro cpefcTBa.  [poTOKOMbI NPOM3BOACTBA, YNaKOBKM UM KOHTPOMS  KayecTsa CepuKn MNpOBEpPEHbl U
COOTBETCTBYIOT TpeBosaHusam GMP.

[ata BhINycKa Ha pLIHOK: OTBeTCTBEHHOE NULC 3a Bbinyck IIC Ha phIHOK
11.03.2020 Bpuruta Myuens
/
ARKRIKN
KRKA,
fovarng eyl A A
Nolo im0

OT[EN YNPABNEHWUHA RAUECTBOM
KPKA, a.a., HoBo mecTo
llImapbeLika yecra 6, 8501
CnoBeHus

DaxHbiil cepTudmkaT aHaNU3a UMSET 3NEKTPOHHYIO NOAMUCE. _
CepTudbukar cosgaH aBToMaTUYECKM BANUANPOBAHHON KOMNLIOTEPHOI nporpammoin SAP.




A

JIEPXTIKCITY)KBA YVKPATHU
NEPKABHA CJIVKFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMY Y KHIBCBKIM OBJACTI

npocnekT Banepis Jlo6anoscekoro, 51, M. Kuie, 03110, ten/daxe: (044) 2753030
E-mail: dls. ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3EHOI'0 B Y KPAiHy JIKApPChKOro 3acoly

23.06.2020 Ne 28330/20/10

HAKJIODOEH
(walkiMeHyBaHHA Jikapcekoro 3acofy 3rigHO 3 peecTpauifHNM NOCBIAYeHHM)
po3unH [ in'exuii, 75 Mr/3 ma no 3 mut B amnyJi; mo S ammyn y Gaicrepi; no 1 6aicrepy B
KapTOHHIH Kopodui
(thopma BuIyCKy, N03yBaHHS, BUA MaKyBaHHS TiKAPCRKOTO 3ac00y)

Howmep peectpauiiinoro noceinuenns UA/3480/03/01 crpox gii pecctpauiitroro mocsinuenns 25.06.2020
Cepis nixapcekoro sacofy Ne A73338 KineKicTb BBE3€HOTO Mikapcskoro 3acoby 9504

Bupo6uuk KPKA, n.1., Hoo mecto, CrioBeHid

(HafiMeHyBaHHA BUpOOHHKA Nikapcekoro 3acoly, kpalua noXoMKeHHs)

Breseno B Vkpainy CrinbHae yRpaiHCBK0-eCTOHChKE MANPHEMCTBO Y opmi TOBApHCTBA

3 o0MezkeHo010 BinnosiganpHicTio "OnriMa-®apm, JIT", izenr. kon:
21642228
(naiivenypanua Ta kox 3a €JIPTIOV opuamuroi ocobu abo npizsmiue, im's, 0 GaTEKORI dizmuno]

ocobH - mianpuemng, if Miclie MPOKUBAHHEA Ta PEECTPALIHHUH HOMep 00NiKOROT KAPTKH MIATHHKA
nogarkis abo cepifl Ta HoMep nacnopra)

IpoTokon BizyansHoro kourposmo eix 16.06.2020 Ne 1828/42.

3a pesynpTaTaMi JAEPIKABHOIO KOHTDOJK BCTAHOBNEHO, WO Jikapcekuii 3acib BBeseHo B Yxpainy 3
lIOTpﬂMaHHSLM MOT BaKOHO,H,aBCTBa oo 3abe3neyeHHA AKOCTI NKapChKHX 3acobiB.

3aCTynHﬁ,}c.J;aqanbngﬁ Cﬂy}KGPI M Ouexciit COJIOJIPAIA

(Heba;c(m.a QCq@a‘\hma;qﬂhegmanﬁom KOHTPOJIEO) (nizgmuc) (iminianu Ta npizsumEe)
I




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUO®UKAT KAYECTBA

Nara: 14.01.2021
Crpannua: 1/2

Kog Ne: 7D2312

cTpaHa-npoussoauTens: Crnoeexns

6nuctepy B kopobke.

HAKJTO®EH, pacTsop ans nibekuuin, 75 Mr/3 mn no 3 mn B amnynax Ne 5

3 Mn pacTeopa (1 amnyna) cogepxar guknodeHaka HaTpus — 75 Mr
nekapcTeeHHas hopma: pacTBop AN UHBLEKUMA, 75 Mr/3 Mn
pasmep 1 TUN ynakoBku: no 3 mn B amnyne; no 5 amnyn B 6nuctepe; no 1

Cepus: A74377

Pa3mep cepuu: 46.814 WIT

[ata BupobHuyrsa: 07.2020

[arta okoH4aHust cpoka rogHocTu: 07.2025

PeructpaymorHoe yaoctosepeHne Ne:
UA - UA/3480/03/01

cepuu:
KPKA p.a., HoBo mecto
LlLmapbeluka yecta 6

HoBo mecro, 8501, CnoBeHuns

HassaHue u agpec NPOU3BOAUTENS OTBETCTBEHHOrO 3a Bbinyck | JlnueHsus Ha npoussoacTeo Ne:

800-13/2018-6

HassaHue nokasareneit Cneundukauyms PesynbTaThl aHanu3os
OnucaHue Mpo3pauHbiii pacTeop OT GecLBETHOro A0 cnerka CoorseTcTByeT
XENTOro UBeTa npakThuyeckn 6e3 MexaHNYeckmx
BKSTIOUYEHWUA.
N3snekaembiii 06bem He meHee 3,0 Mn 3,1-31
Mpo3payHoCTb M CTENeHb MyTHOCTH pacTeopa PacTBop ANs MHBLEKUMIA AOMKEH GbiTh NPO3payHbIM.  CoOTBETCTBYET
CreneHb okpalmBaHus pacTeopa Okpacka pactBopa AN UHLEKLWA He A0MKHA CooteeTcTBYET
npeBbIlLaTL OKPaCKy 3TaNoHHOro pacTeopa Ys.
MaenTudukauma auknoderaka HaTpus - BOXKX CootsercTyeT Tpe6oBaHUAM. METOAVKM. CoorseTcTBYeET
Onpepnenenue pH 80 - 9,0 8,5
MexaHnunueckue Binlouenus: MeToa 1 - yacTvubl 2 10 MKM He 6onee 6000 4acTuw/amnyna 7
MexaHnunyeckue BrnioueHus: MeToa 1 - yacTuubl 2 25 MKM He Gonee 600 yacTuw/amnyna 1
ConyTctayiowme npumecy - 1-(2,6-anxnopdeRnn)-2-nHaoNUHOH He Gonee 0,5 % <=0,10
ConyTcTeyloLME NPUMECH - HEMAEHTU(MLIMPOBAHHAR OTAENbHAN He Gonee 0,2 % <= 0,10
ConyTcTayiowme npuMech - cymma He 6onee 1,0 % <=0,10
KonuuecTseHHoe coaepxaHue - AUKNoeHak HaTpus 95,0 - 105,0 % OT 3as9BNEHHOrO KONU4ecTBa 98,6
KonuuectseHHoe coaepxanme - HaTpus MeTabucynbur 90,0 % - 110,0 % OT 3asBNEHHOro KoNUuecTea 98,4
(2,7 ~3,3 mr/ 3 mn)
KonuuecTseHHoe coaepxkaHue - NPONUNeHrNuKonb 90,0 % - 110,0 % OT 3asBNEHHOro KONUYecTsa 100,3
(3anBneHHoe konnyectso 630 mr/ 3 Mn)
KonuuecTseHHoe coaepxkaHue - CnupT GeH3NNoBbIR 90,0 % - 110,0 % OT 3aABNEHHOro KONU4YecTRa 98,9
(3asBneHHoe konu4ecTso 120 Mr/ 3 mn)
CTepunbHOCTL PacTeop Ans uibekumii aomkeH 6biTb CTepunbHbiM,  CooTBeTCTBYET
BakTepnanbHble 3HA0TOKCUHbI He Gonee 2,3 EU/Mr anknodeHaka HaTpms <04

Cepus BoinywieHa B COOTBETCTBUN C AEHCTBYIOLEi Bepcuen AHT UA/3480/03/01.

[danHbi cepTUdmkaT kavecTsa MeeT 3NEKTPOHHYIO NOANMCD.

CeprucukaT co3naH aBTOMaTUHECKN BanUAUPOBAHHOM KOMMbIOTEPHOM nporpammon SAP.

% Coe no (8DC

Aroiiely (S




(L4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Oata: 14.01.2021
Crtpannua: 2/2

Kog Ne: 7D2312

HAKNO®EH, pactsop Ans nHbekuuin, 75 mMr/3 mn no 3 mn B amnynax Ne 5
CTpaHa-npoussoauTens: CnoseHus

3 mn pacTteopa (1 amnyna) cogepxat auknodeHaka HaTpusa — 75 Mr
nexkapcTBeHHas popma: pacTBOp ANA UHbeKUWin, 75 Mr/3 mn

pa3mep 1 TMN ynakoBKW: No 3 mn B amnyne; no 5 amnyn B 6nucTepe; no 1
6nucTtepy B kopobke.

Cepus: A74377 Pa3mep cepuu: 46.814 WIT

[ara supobHnyrea: 07.2020 [arta okoH4YaHus cpoka rogHocTu: 07.2025
PerucrpaumonHoe ygocroseperne Ne:

UA - UA/3480/03/01

HassaHue v agpec nponssoanTens oTBETCTBEHHOrO 3a Bbinyck | JIueHsns Ha nponssoacTeo Ne:
cepwu: 800-13/2018-6

KPKA a.a., HoBo mecto
UWmapbewka uecra 6

Hoso mecro, 8501, CnoBeHus

HacToswum noaTteepxaato, YTo BbiUENPUBEAEHHAA WHDOPMAUWUS SBNSETCA AOCTOBEPHOW M TOWHOW. [laHHas cepus
npoaykuun 6bina nponsseaeHa (BKNMIOYAsA yNakoBKy/MapKUPOBKY) M NPOLUNA KOHTPOMb KayecTsa Ha BblLLUEYKa3aHHOM
y1acTke B NOSHOM COOTBETCTBUM C TpebGosaHusMn GMP, yCTaHOBNEHHBIMU MECTHBLIM PEryNATOPHBLIM OPraHoM, a TaKke
B COOTBETCTBMM CO chneundbukaLneid perncTpaLuMoHHOW AOKYMEHTaUUW, yTBEPXAEHHON B YKpanHe Ans ncenegyemoro
NeKapCcTBEHHOro cpeAcTea.  [1poToKomnbl NPOW3BOACTBA, YNAKOBKA W KOHTPONSA  KauyecTBa CEpuM NPOBEPEHb W
cooTBeTcTByioT TpeboBaHuam GMP.

[ata BbiNycka Ha PbiHOK: OTBeTCTBEHHOE NTMLO 3a BbiNyck JIC Ha pbIHOK
28.08.2020 Bpuruta Myuenb
E ve } \
YNPABJNIEHUE KAYECTBOM

KPKA, a.a., HoBo mMecTo
Limapbewka uecta 6, 8501
CnoBeHusi

[anHbin cepTndKKaT kKauecTsa MMEET ANEKTPOHHYIO NOANKUCH.
CepTucbmkaT co3paH aBTOMATHHECKW BaTMAMPOBAHHON KOMMNLIOTEPHOW NPOrpammoi SAP.




HEPXJIIKCIIYXXBA
AEPXKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCBKIM OBJIACTI

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

BHUCHOBOK
Npo AKICTH BBE3€HOT0 B YKpaiHy JiKapchKoro 3acoGy

02.02.2021 Ne 2434/21/10

HAKVIO®EH

(nativeHyBaHHs NiKapcbKOro 3aco6y 3rigHO 3 PpeecTpanifHiM MOCBiqUeH M)
PO34HH [ iH'exui, 75 Mr/3 mu1 mo 3 ma B ammy.ri; mo 5 ammya y 6aicrepi; no 1 Guicrepy B
KapTOHHiH KopoOui

(dopma pumycky, K03yBaHHS, BUI NaKyBaHHS JiKkapchKOTo 3aco6y)

Homep peectpauiitroro nocsimuenns UA/3480/03/01 crpox i peectpauiitnoro noceiguenns 01.01.2099

Cepisa nikapcbkoro 3aco6y Ne A74377 Kinskicts BBe3€HOTO NiKapcskoro 3acoby 1224
Bupo6auk KPKA, n.1., Hoo Mecro, CnoBenis
(nalimeHyBanHs BUPOGHHUKA JIKAPCHKOTO 3ac06y, KpaiHa NOXOKCHHS)
BeeseHo B Vipainy CrinbHe yKpaiHChKO0-€CTOHChKE MANPHEMCTBO y ¢opMi ToBapucTBa
3 00MexxeHOI0 BiiNoBinaIbHiCTIO ""OnTiMa-Dapm, JITA", inenr. kon:
21642228

(Haiivenypanns Ta xox 32 €IPTIOV 1opuamaHoi 0co6u aGo TpisBuIIE, iM'4, 0 6aTEKOBI (isH4HOT
0Co6H - miAnpremIs, i MiCLIE IPOXMBAHHS Ta peecTpaiiiHui HoMep O6ITiKOROT KAPTKH IIaTHUKA
nonarkis abo cepis Ta HoMep macropra)

ITporoxon BisyansHoro konrpomo Bix 26.01.2021 N 0157/35.

3a pesynbTaTaMM IEPKABHOTO KOHTPOIIO BCTAHOBIIEHO, MO Jikapchkuit 3aci6 BBeseHo B Vkpainy 3

AOTPHUMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3abe3neueHns fRocTi JKapChKHX 3ac006iB.

3aCT)§1'{Hg§:géﬁan‘BHKKé Crryx6u

id

‘Onexciit COJIOZIPAM

(qocaﬁona 0C00a OpraHy Jep:KaBHOTO KOHTPOIIIO) (miprmac) (imiriam Ta npizsuine)
AT AR A ‘

\




NEPEKNAL OPUTHAJIBHOIO CEPTUDIKATY AKOCTI

CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA a.a., HoBo MecTo

Dara apykysanHa ceprudikaty
Cropinka: 1/2

Koa Ne: 7E0790

HAKNO®EH, po3uun gns iH'ekuin, 76 Mr/3 mn no 3 Mn B amnynax Ne 5 y 6nucrepax
KpaiHa-BupobHuk: CnoBeHin

3 mn poauuny (1 amnyna) mictate auknodeHaky HaTpio —75 mr
nikapcbka ¢hopma: posumnH gna iH’ekuin, 75 mr/3 mn

po3mip i Tun nakysaHHs: no 3 mn B aMnyni; no § amnyn y 6nicrepi; no 1 6nicTepy B Kopobui

Cepin: A75330

Poamip cepii: 47.061 WT

[ara supobruyrsa: 10.2020

[lara sakiHyeHHs Tepminy npunaTHocTi: 10.2025

PeecTpauiithe nocsigueHHa Ne:

UA - UA/3480/03/01
Hasea i agpeca supobruka, BignosigansHoro sa sunyck cepii: |flilexsis Ha BupoBHMYTEO Ne:
KPKA g.4., HoBo mecto 800-13/2018-6
limap’cwka wecra 6
HoBo mecro, 8501, CnoseHin
Hassa nokasxuxis Creundikauin Pesynbrati sunpofysanb MNp.*
Onuc Tposopui posunt eiag GeabapeHoro Ao anerka xostoro | Bianosiaae .
KONbopy NPAKTMHHO 683 MeXaHiuH1X AOMILIOK.
O6'em, WO BUTAraETHCA He meHwe 3.0 Mn 3,1-31 -
MposopicTs i cTyniHb Poaunx ana iW'exkuivi mae 6yTu nposopum Bianosinae N
KanamyTtHocTi pigur
CryniHb 3a6apanieHHs 3abapBneHHs posunHy ans in'ekLii He nosuHHO | Bigriosinae N
piguH nepesullysaTu 3saBapBNeHHA eTanoHHOro
PO3unHY Ys
laenmudbikauin Bianosinae BuMoram MeToguku Bianosiaae @
AnKnodeHaky HaTpilo —
BEPX
BusHauents pH 8.0 -9,0 8,4 -
MexaHiuHi BKIHOYSHHS: He Glinbwe 6000 yacTuHok/amnyna 14 -
Meropq
1--qacTmHku 2 10 MKkMm
‘MexarivHi BKNOYEHHN: He 6Ginewe 600 yacTuHok /amnyna 1 -
Meton
1 — 4acTuHky = 25 MkM
CynyTHi gomituku He Ginbwe 0,5 % <=0,10 -
-142,6-avuxnopdeHin)
~2-iHaoniHoH
CynyTHi pOMiLKN - He 6inbwe 0,2 % <=0,10 -
HeineHTudikosaHa okpema
CynyThi 4oMiLLKK - Cyma He Ginbwe 1,0 % <=0,10 -
Kinukichwit Bmicr - 95,0 - 105,0 % Bin 3asHaveHoY kinbkoCT 96,2 -
AnknodeHak Harpio
KinwKicHui BmicT - HaTpiio 90,0 % - 110,0 % sin 3a3HaueHOl KiNbKoCTi 95,7 -
metabicynvoir (2,7 ~ 3,3 Mr/3 mn)
KinbkicHuii BMiCT - 90,0 % - 110,0 % Big 333Ha4EHOT KINLKOCTI 102,8 "
nponinexrnikons (3a3HaveHa KinbkicTb 630 MI/3 Mn)
Kinbkicuil BMicT - cnupt 90,0 %~110,0 % ia 3a3HaueHol KinkkocTi 103,1 N
Betsunosui {3asHaqeHa KinbkicTb 120 Mr/3 mn)
CrepuntHicts Po3uuH Ans iH'exuiis Mmae ByTv crepunbHUM Bignosigae -
bakrepianuHi engotokeuin | He Ginowe 2,3 EUimr AVKNoeHaxy HaTpiio <04 -
Mp.* = Npumirca

Danni cepruchikat AKOCTI Mae enexTponHwiA nignuc.
Ceprudlikar cTBopeHo aBTOMAaTUYHO BANIAOBEHOID KOMITIOTEPHOIO NPOrpaMoio SAP.

> Qe oo OV /g/ Leg 07 LRy (L —~5




(T4 KRKA

CEPTUDIKAT AKOCTI KPKA a.a., Hoso mecto

Hara ppyxysarHs ceprucpikaty
Cropixka: 2./2

Koa Ne: 7E0790

HAKJINO®EH, po3unx ana in'exuiit, 75 mr/3 mn no 3 mn B amnynax Ne 5 y 6nucrepax
Kpaiia-Bupo6Huk: CnoseHis

3 Mn pozuuHy (1 amnyna) micTate guknodeHaky uarpiio — 75 Mr

nikapceka hopMa: po3uun ans iK'ekuin, 75 mri3 mn

po3mip i TN nakyBaHHA: no 3 Mn B amMnyni; no 5 amnyn y 6nicrepi; no 1 6nicrepy B kopobui

Cepis: A75330 Poswmip cepil: 47.061 LUT

[Larta supo6Huyrea: 10.2020 Hara sakiH4eHHs TepMiHy npugaTHocTi: 10.2025
Peectpauiitie noceiguexHs Ne:

UA - UA/3480/03/01

Hassa i appeca Bupo6Huka, BianosigansHoro sa eunyck cepil: | Niyewsis Ha BupobHuyrao Ne:
KPKA a.a., Hoso mecro 800-13/2018-6

lLimap’eiuka uecra 6

HoBo mecro, 8501, CnoseHin

Lium nigteepaxyto, wo BuwieHasegeHa iHdopmaLis € AOCTOBIPHOI0 Ta TouHolo. [lana cepisi npoaykuii Gyna BupobneHa
(xnioyalouu nakyBaHHs/MapKyBaHHs1) | npoiwna KOHTPONbL SIKOCTI Ha BlLLEBKasaHin AineHuUUi B noBHii BianosigHoCT i3
Bumoramu GMP, BCTaHOBReHuMM MicLeBUM PErynsTopHUM OpraHoM, a Takox Yy eignosigHocti ao cneyudikani
peecTpalliitHol  AOKyMeHTaLil, 3aTeepaxeHoi B YkpaiHi ans ACCNIZ)KYBAHOTO NIKapCbKOro  3acoby. MpoTokonu
BUPOBHUUTBA, NakyBaHHSA | KOHTPONA AKOCTI nepesipeHi i BignoeigaloTL BUMoram GMP.

Cepis Bunywena y BignosigHocTi is gilovoto Bepcieto MKA UA/3480/03/01,

[Dara sunycky Ha puHOK: Ocoba, signosigansHa sa suryccNN3 Ha PUHOK

16.12.2020 ¥ Bpirita Nyuens, /nignne/
‘ {‘ KRKk YNPABNIHHS SKICTIO
: ;(g\%ha 281QVl, 0.0, Ly - HoBO becro
+ QO Umap’ 11
Novo mesto we Cﬁ::f;? 88650

Dauuit ceptudikar sikocTi Mae enexTpoHHui nianwe.
CepTudbikar CTBOPEHO ABTOMATUYHO BANIAOEAHOI0 KOMM'I0TepHOI0 nporpamoto SAP.




CEPTU®UKAT KAYHECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

[ara : 18.03.2021
Crtpannua: 1/2

Kop Ne: 7E0790

KpaiHa-BupobHuk: CnoseHis

nikapcbka copma: po3ynH Ans iH'exuin, 75 mr/3 mn

HAKJTO®EH, posunH ans iH'ekuin, 75 mr/3 mn no 3 mn B amnynax Ne 5 y 6nuctepax
3 Mn po3umnHy (1 amnyna) MicTaTb AuknodeHaky HaTpilo — 75 Mr

po3mip i TMN NakyBaHHs: No 3 MN B amnyni; no 5 amnyn y 6nicTepi; no 1 6nictepy B kopobui

Cepusi: A75330

Pasmep cepun: 47.061 WUT

[ata supobHuyrea: 10.2020

[ata okoH4YaHus cpoka rogHocTh: 10.2025

PeructpaumoHHoe yaoctoeepenne Ne:
UA - UA/3480/03/01

cepuu:
KPKA a.a., HoBo mecto
LWWmapbelka necta 6

Homo mecTo, 8501, CnoBenus

HassaHue n appec NpousBoAUTENA OTBETCTBEHHOrO 3a BbINyCK | JlnLeH3na Ha npownssoAcTeo Ne:

800-13/2018-6

HassaHue nokasatenei

Onucaxue

Masnekaembiin 06bemM
MNpo3spauHoCTb U CTeneHb MyTHOCTYM pacTsopa
CTeneHb okpaluMBaHuUs pacTeopa

Wpentudumkaums auknogeHaka HaTpus - BIMX

Onpepenenue pH

MexaHnudeckue skniouenus: MeToa 1 - yacTuubl 2 10 MKM
MexaHnueckve BnoYeHUs: MeTtoa 1 - vacTuubl 2 25 MKkM
ConyTcTsyiowme npuMecy - 1-(2,6-4UXNopdernn)-2-UHAONUHON
ConyTcTBylowme npuMech - HeaeHTUULMPOBAHHAsA OTAENbHANA
ConyTcTByioLLMe NPUMECH - CyMMa

KonuuectsenHoe coaepxatue - AUKNodeHak HaTpus
KonuuecteeHHoe coaepxanue - HaTpus MeTabucynbut

KonuuecteeHHoe coaepkaHue - NPONWNEHINNKONb
KonuuecTseHHoe coaepxanue - CMpT 6eH3MNOBbIN

CTepunbHOCTL
BakTepuanbHble 3HAOTOKCUHbI

Cl'IeLlMCbMKaLMH Pe3yanaTbl aHanu3oB
MpospayHbiit pacTBop OT GecLBeTHOro A0 cnerka CooteeTcTByeT
XENTOoro LseTa npakTu4ecku 6es MexaHuueckux '

BKNIOYEHUA,

He meHee 3,0 Mn 3,1-3,1
PacTBop Ans nHbekumit AomkeH ObITb NpospayHbiM.  CoOTBETCTBYET
Okpacka pacTBopa AN MHBbEKLWA He [0ImKHa CoorBeTcTBYET
npeBbILaTL OKPACKy 3TasNIOHHOTO pacTeopa Ys.

CooTseTcTBYeT TPeGOBAHVSAM METOAUKM. CooTtBeTcTBYET
80 - 9,0 8,4

He 6onee 6000 yactuwamnyna 14

He Gonee 600 yacTuu/amnyna 1

He 6onee 0,5 % <=0,10

He Gonee 0,2 % <=0,10

He 6onee 1,0 % <=0,10

95,0 - 105,0 % OT 3anABNEHHOro KonM4ecTsa 96,2

90,0 % - 110,0 % oT 3a8BNEeHHOro KonuuecTsa 95,7

(2,7 —3,3 Mr/ 3 mn)

90,0 % - 110,0 % o7 3asBNeHHOro KonuyecTsa 102,8
(3asBneHHoe konu4ecTso 630 Mr/ 3 Mn)

90,0 % - 110,0 % 0T 3aABNEHHOTO KONMYECTBa 1031
(3asBneHHoe konuyectso 120 mr/ 3 Mn)

PacTsop ans uHbekumih omkeH GbiTb CTEPUNLHBIM. - COOTBETCTBYET
He Gonee 2,3 EU/Mr anknodeHaka HaTpus <04

Cepua BbiNyLLEHa B COOTBETCTBMM C AeWCTBYIOWEN Bepcueih AH UA/3480/03/01.

[aHHbIR cepTudmMKaT KauecTsa UMeeT 3NEKTPOHHYI0 NOANUCD.

CepTudmkaT cosaaH aBTOMaTMHECKWU BaNUAWPOBAHHON KOMMNLIOTEPHOM NPOrpamMmoii SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fara: 18.03.2021
Ctpanuua: 2/2

Kopa Ne: 7E0790

HAKITO®EH, po3unH ans iH’ekuii, 75 mr/3 mn no 3 mn B amnynax Ne 5 y 6nuctepax
KpaiHa-BMpobHuk: CnoeeHis

3 Mn po3umHy (1 amnyna) MicTaTb guknodeHaky HaTpilo — 75 mr

nikapcbka copma: po34nH Ans iH'ekuin, 75 mr/3 mn

PO3MIp i TN nakyBaHHA: No 3 MN B amnyni; no 5 amnyn y 6nictepi; no 1 6nictepy B kKopobLi

Cepusa: A75330 Pasmep cepuun: 47.061 LUT
[ata BupobHuyrea: 10.2020 [aTa okoH4aHus cpoka rogHocTu: 10.2025

PerunctpaumnorHoe ygoctoBepeHmne Ne:
UA - UA/3480/03/01

Ha3asaHue v agpec nponasoauTens oTBETCTBEHHOrO 3a Bbinyck | JINLEH3Na Ha Npou3BoACTBO Ne:
cepuu: 800-13/2018-6

KPKA n.a., HoBo mecTo
LWmapbeluka uecra 6

HoBo mecTo, 8501, Cnosexus

Hacroawum noateepxaalo, 4TO BbienpuBeaeHHas WHOPMaLMA ABNRETCA AOCTOBEPHON U TOMHOW. [laHHas cepus
npoaykuuk Gbina nponsseaeHa (BKNIOYaAs YNakoBKy/MapKMpPOBKY) M MpoLUNa KOHTPOMb KayecTsa Ha BblLLUEYKa3aHHOM
y4acTke B NOMHOM COOTBETCTBUM C TpebGosaHnaMn GMP, yCTaHOBNEHHBIMW MECTHBIM PEryNATOPHBLIM OpraHoM, a TaKke
B COOTBETCTBMM CO Cneuncbukaumneidl perncTpaumoHHo AoKyMEHTaLMK, YTBEPXKAEHHONW B YKpanHe AN nuccnegyemoro
nekapcTeeHHoro cpeactea.  [lpoTokonbl NPOM3BOACTBA, YNaKOBKM W KOHTPONS  KayecTea cepum npoBepeHbl U
cooTeeTcTByI0T TpeboBaHuam GMP.

[arta Bbinycka Ha pbIHOK: OTBeTCTBEHHOE NKMLIO 3a BbINyck JIC Ha pbiHOK
16.12.2020 Bpurura MNyuens i
E ve ’ \
YMNPABNEHWE KAYECTBOM

KPKA, a.a., Hoso mecto
LWmapbetuka uecta 6, 8501
Cnosehnusn

[aHHbI cepTnduKaT KauecTa MMEeT aNeKTPOHHYIO NOANMUCE.,
CepTudmkat cozpaH aBTOMaTUMECKN BANMAUPOBAHHO KOMMbLIOTEPHOM nporpammon SAP.




JAEPXIJIKCITYXBA
JAEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

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

BUCHOBOK
Npo sAAKiCTh BBE3eHOro B Y KpaiHy JikapcbKOro 3acody

07.04.2021 Ne 15467/21/10

HAKJIO®EH

(HalimeHyBanus nikapcbkoro 3acoly 3rifiHO 3 peecTpauifHUM NOCBIAMECHHAM)
PO34YHH [UIs iH'€KuUii, 75 Mr/3 ma o 3 Ma B amnyJii; mo S ammya y 6aicrepi; mo 1 6aicrepy B
KApPTOHHiH KopoOui

(¢opma BHMYCKY, 203yBaHHs, BUI NaKyBaHHS Nikapcbkoro 3acoby)

Homep peectpauiiitoro nocsindenus UA/3480/03/01 crpok aii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne A75330 KinbkicTs BBe3€HOrO fikapcbkoro 3acoby 1440
Bupobrux KPKA, n.1., HoBo mecto, CiioBeHis
(HaiiMeHyBaHHs BUpOOGHUKaA Nikapcbkoro 3acoly, kpaiHa NOXOMKEHH:)
BeeseHo B Ykpaiuy CrninbHe yKpaiHCLKO0-eCTOHChKE NiANPHEMCETBO Y (hopmi TOBapuCcTBA
3 oOmeskeHol0 BianosinaasHictio "'Onrima-®apm, JITA", inenr. koa:
21642228

(natimenyBanHs Ta koA 3a €[IPTIOY topuanyHoi ocobu abo npissuile, iM's, no 6arekosi Gizuunoi
0co6u - nianpuemus, ii Miclle NpoXuBaHHs Ta peecTpauilinuit HoMmep 061iKOBOT KAPTKU MIATHHKA
noaarkis abo cepis Ta HOMEp nacnopTa)

TMpoTokon BisyaanHoro kourponio six 31.03.2021 Ne 0925/68.

3a pesynbTaTamMu [JEPXKABHOFO KOHTPONIO BCTAHOBNEHO, IO Jikapcbkuii 3aci® BBeseHo B YkpaiHy 3

JOTPHUMAHHSAM BHMOT 3aKOHOJABCTBA W00 3a6e3nequHKOCTi JiKapchbKHUX 3aco0is.
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