JTEPXKABHA CJIYVAKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPONETPOBCHKIN OBJIACTI

Huinpo, w1.CoBopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dis.dp@dls.gov.ua, Kog €/IPTIOY 37070665

BACHOBOK
npo AKICTL BBe3eHOro B YKpaiHy Jikaperkoro 3acoby
26.12.2023 Ne 66790/23/0411
JJEKCAMETA30H

(HaMMeHYBaHH4 ikapchkoro 3acofy 3TiAHO 3 peecTpauiiiHuM NOCBIACHHAM)
PO3UHH A4 in'excuiit, 4 Mr/1 M, mo 1 Ma B ammyi; mo S ammy. y G/icrepi; mo 5 fJicTepiB y
KapToHHiH Kopobui

((hopma BUMYCKY, AOIYBAHHS, BHI TAKYEAHHA NTiKAPCEKOro 3acoby)

Homep pecctpauifitioro nocsizucens UA/8538/01/01 ctpok if peectpaniftoro mocsimuenns 01.01.2099

Cepis sikapchkoro 3acoby Ne A81845 KinexicTs BBe3eHOTO Jikapehkoro 3acoby 600
Bupo6Huk KPKA a.1. Hoso Mecto, CrioBeHist
(HalMeHyBanHs BUpOGHEKa nikapebkoro 3acofy, KpaiHa MOXOMKCHHA)
Beesero B YkpaiHy TosapucTBo 3 o6Mexenolo BixmoinaasricTio "BaJIM", inent. xon:
31816235

(nattvenynanna Ta ko4 3a CAPTIOY 1opuanunoi ocobu ao npissie, iM's, 110 6aTEKOBI
disuanol ocobu - nigmpuemud, il Micue NpoxHBaHHA Ta peecTpauilfinmit Homep oGaikonol
KapTKH TUIATHUXA N0JaTKiB abo cepis T8 HOMep nacnopTa)

TipoTokoa BisyaasHoro konTposmo bia 25.12.2023 » 07-01/3666/13.

3a pe3yNLTATAMYM [JEPKABHONO KOHTPONIO BCTAHOBIEHO, MO Jikapckkuit 3aci6 BBeseno B Ykpafy 3
JAOTPHMAHHSAM BrYMOT 33KOHOZABCTBA MIOAO 320e3neyeH s AKOCTI JiKapChKHX 3ac00iB,

B. 0. HavanpHuKa JlepkaBHoi ciryx6H 3
NiKapcHKHX 3aco0iB Ta KOHTPOIO 38
HapKoTHKaMH y JHinponeTpoBehKil
obnacti _

Mapis BPE3ILIbKA

(nocaznesa ocoba oprafre¥ Rt dlihamo) (iniuiany Ta npizBuILE)
e 2 G

v ~ /),
% e \@/
NOKY MEHTIB A%

HikiriueBa Oxcana +38(066)345-41-71



(T4 KRKA

KPKA, g. a., Hueo mecto

YNPABNIHHA AKICTIO
CEPTM¢IKAT HKOCTI LLimap'ewka LecTa B

8501 Hoso mecTo

CnoneHis

Ten.: +386 7 3312 111

En, nowra: infofikrka.biz

Koa Ne: TF1163

OEKCAMETA3OH, posunH gna IH'exulit, 4 mrimn Na 25

KpaiHa-BupoGHuK: CnoBeHin

1 Mn1 po3uuHy AnA IH'ekuiid micTuTE 4 Mr AekcaMeTa3oHy cocgaTy ¥y BUrnsaal AeKCaMeTa3oHy HaTpilo drocdaTy
nixapcbKa thopma: poaunH Ans iH'eKuiin

po3amip i TN nakyeaHHA: no 1 Mn B aMnyni; no 5 amnyn y Snicrepl; no § Gnicrepis y kapTonHlii kopo6ul

Howmep cepli: AB1845

Hara supobHuyTea: 07.2023 |.Ela'ra 3akiHYeHHs TepMiHy npuaatHoetl: 07.2028
PeectpauiiiHe noceigveHHA Ne:

UA - UA/8538/01/01

Hasea i agpeca eupobHuka, sinnoainantHoro 3a eunyck cepii: |NiueHsisa Ha BupoSHUUTED Ne:
KPKA p.a., HoBo mecTo 800-13/2018-6

Wmap’ewka uecra 6

Hoeo mecro, 8501, Cnosenis

Poawmip cepii: 24.259 LUT

Uum nigreepmpkyio, Wo BULLGHaBeAeHa iHopMallia € AOCTOBIPHOIO Ta TovHoIo. faHa cepis npoaykuii Gyna supobneHa
{BKniovalOuM NakysaHHA/MapKyBaHHA) | MpoAWNa KOHTPONb AKOCTI HA BULLEBKA3AHIR AiNbHULI B NoeHl# BignoeigHocTi i3
Bumoramn GMP, BCTaHOBNEHMMW MICUEBUM PeryNaTOPHUM OPraHoM, a Takok Yy BignosigHocTi Ao cneumdlkawii
peecTpauiiHoi  fokymeHTauii, 3aTeepmxenoi B YkpalWi AN gocnigkyeawore nikapcokoro sacoby. [MpoTokonw
BUpOBHULTEE, NAKYBAHHA | KOHTRONA AKOCTI NepesipeHi i BianoeiaaloTe BuMoram GMP,

Cepina BunyweHa y signoigHocTi 12 gitovo sepcieio MKA UA/8538/01/01.

JlaTa BUNYCKY HE PHHOK: Ocoba, elanosigansHa 38 sunyck /13 Ha pyHOK
25.09.2023 BpirTa Myyene

’P')

AaHunit cepTudhikat sikocTi Mae anNeKTPOHHKA nignwe. Hara gpyky cepruchixary: 08,12.2023
CepTuglkaT cTBOpPOHO 8BTOMATHMHO BANINCBAHOI KOMMIOTEPHOIO Nporpamo SAP, Cropiuka: 1/2




CEPTUDIKAT AKOCTI

(L4 KRKN

KPKA, g. ., Hoso macta
YNPABMIKHA AKICTIO
Wmap'cwxa yecra &

8501 Hoeo MecTo

CnoBseHis

Ten.: +386 7 3312 111

En, nowra: info@krka biz

Kog Ne: TF1163

OEKCAMETA30H, pozumH ans iv'ekulit, 4 mrimn Na 25
KpaiHa-supoBHUK: CnoBeHin

1 Mn po3uuHy Ana in'exuii micTTs 4 Mr gexcameTasony docdaty y BUrnaal AekcameTasony HaTplio dhoccary
nikapcbka chopMa: po3unH ans iH'eKuin
poamip i THN naxysaHHA: no 1 mn B amnyni; no 5 amnyn y 6nicrepl; no 5 GnicTepis y kapToHHii kopobui

Homep cepii: AB1845

Aata supobuuyTea: 07.2023

|.E[a1'a aakiHveHHs Tepminy npyaarHocTi: 07.2028

(88)

Haasa noxasHukis Creuudikauia PasynkTatu BunpobyeaHs Mp.*|
Onuec Mpoaopui, Bin GesbapsHoro Ao Gnigo-xoBTOre Bionorinae -
KONLOPY POIYUH, NPAKTIMHO 03 MeXaHiuHHX
BKNIOHMBHL
Ob'em, Wo BMTATAETECA He meHwe 1,0 mn 1.0-10 -
MpoaopicTe i cTyNIHL PosquH ana iH'exuiid Mae ByTv NposoprN ¥ noplensanKi | Biognosinae -
xanamyTHoct! piguu 3 BOAOK
Crynive 3a6apaneqHs pioud | 3aBapenendun poaquty AnA Wexuiin Mae GyTH He Bignosinae -
iHTeHCUBHIWe, HEK 3a6apaneHHA 8TANOHHONO POIHMHY
Y5
3HaueHHA pH 7.0-85 81 -
Mexanilunl exnouenna Merog |He Ginewe 6000 yacTuHok B amnyni 6 -
| — eKntoq8HHA 2 10 Mxm
Mexanivni eodenHs Metog | He Ginewe 600 yacTusok B amnyni 1 -
{ = BRAWHEHHA Z 25 MKM
{neHTudiKaLia Yac yTpuMyBaHHRA niky AexcaMeTasoHy docdaty Ha Bianoslnae -
[ekcametasony ocaty - | xpoMaTorpami poauuHy spasxa {SaS) mae signoaigat
BEPX NEcY YTPUMYBAHHA Niky aexcamarasoHy docdaTy va
XpOMBTOPAMI poaynHy cTaHgapty {S5)
laeHTUdpiKaLia 3HavenHa Rf ocHOBHOT NNAMKM Ha XpomaTorpaml - "1
QeKCaMeTaIoHy thocthaTy — | poauwHy apaska (SaS) mae eianosinami sHavenHio Rf
TWX QCHOBHOT NNAMM HS XPOMATOrpaM] PO3HKHY CTaHAapTy

CynyTHI JOMiLLIKE = CYMa
OMiLLIOK

CyryTHl AOMILUKK - BINbHMIA He Ginbwe 0,5 % /:(- HOlo \ -
JEKCEMOTaIoH e
CymyTHi gomilui —oguruyHa_ | He Ginbwe 0.5 % LS00 it NN\ -

He Ginbwe 1,0 %

LOKY MEHITIB \{9\

(R

KinbKicHWiA BMiCT

[1BKCAMTa30HY docthaty

85,0 - 105,0 % Bin 3asHagveHol KinskocTi n

20,0 - 25,0 mrimn

Kinexicruii 8MicT rniuepuHy
CrepwunsHicTs

PozuuH gnin iH'exuid mae ByTW crepHNbHAM

BaxreplaneHi eHgoToRCUHW
{NAN-TecT)

He Ginswe 31,3 MO/MMr nexcamaTascHy ocdary

ﬁ'ur;m/\\/

’dn‘:m M

Mp.” = Mps#mitka

*1 He pyTVHHKWI meTod. BunpobypaHHA NpoROOMTECA 1 pas Ha pik.

Danuii cepTudikaT AKOCTI Mae SNeKTPOHHUA NiANKC.
Ceprudlxar CTEBOPEHO ABTOMATUYHO BANIGOBAHOKS KOMN'KTEHOK NPOrpamon SAP,

[OaTa apyky cepTuchikary: 08,12.2023

Cropinka: 2/2




AEPIKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

rpos. Hanif Ceitrmuwod, 3, 02099, ren. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €IIPTIOY 37079055

BHUCHOBOK
PO SIKICTH BBesenoro B Ykpainy Jixapenkoro 3aco0y

31.01.2024 No 4050/24/2611

JEKCAMETA3OH
(Haityenynauis nikapenkoro 3acoGy arigio o peecrpauifunm nocsixyenigm)
POSTHH [t in'exuiid, 4 Mr/mi, no 1 vt B ammyai; o 5 amuys y 6uicrepi; mo 5 Guicrepis y
KApTOHHiN KopoGui
(hopaa Bunycky, 4o3ysanus, By MAKY BAIHS JKapChKOro 3a¢oby)

Homep peecrpaiiitioro nocsiguenns UA/8538/01/01 CTPOK AT peccrpantiifinoro nocsinuenns HCOOMeKCHMI
Cepin nixapeskoro 3acoby Ne A81976 Kinpicts apesenoro nikapeskoro 3aco6y 6390

BupobHik KPKA, n.u1., Hoso mecto, Crosexis
(natimenypauns pupoSHHKa nikapeskoro 3aco0y, KpaiHa nexomwKeHHs)

Boesero B Vipainy Crisnspe yrpaiuesko-ecronenKe i preMeTBo y gopmi Tosapucrea

3 00GMEKEHOIO BITOBINAMLHICTIO "Onriva-Papm, JITI", inent, wox
21642228
v (adimenysatis ta koa 3a €APLIOY opranynot 0co6x a6o upissane, iM's, no Gatskoni isnrol
' 0cobH ~ vianpueniy, 1 Micte npoxusanus peecrpauilnmi Homep o6nikono] KapTiu (aatHKa
nogarkis abo cepis ta nomep racropra)

Tporokosn sisyasisuoro kowrposmo sig 31.01.2024 N 311/17.

3a  pesymbratamu  gepiasHoro KOHTPOIO  BCTAHOBNEHO, 1O JikapchkuM  3a0i6  BBeseno p Yipainy 3

Muxosa XOJIOIEHKO

(iminiany ta npianuine)




KPKA, 4. A, Hoeo mecro

YIPABIIHHSA AKICTIO
CEPTUDIKAT AKOCT!I it

8501 Hoso mecto

Crosenis

Ten. +386:7 3312111

£, nowTa: info@krka hiz

Koa Ne: 7F1163

HEKCAMETA3O0H, posuun ans iH'ekuin, 4 mr/mn Ne 25

KpaHa-supobHuK: Cnogenis

1 MITPO3HUHY ans IH'EKUIR MICTUTL 4 Mr Aexcamerasony dhocary y Burnsai excameTasony Hatpiio docgary
NiKapcbra hopma: posUnH Ass e KL

J03MIp | TAN NAKYBaKHS: N0 1 MM 8 amnyni; no 5 amnyny 6nictepi; no § GricTepiB y KAPTOHHIN KopoBuUi

Homep cepii; A81976

Hara supoBruyrsa: 07.2023 Iﬁla“ra 3akiHYeHHA TEPMIHY npuaaTHocTi: 07,2028
PeecTpauiite nocsigueHHs Ne;

UA - UA/8538/01/01

Hagasa i agpeca supoBHuka, sianosigansHoro aa Bunyck cepil: | NideHsis Ha BupobruLTeo Ne:
KPKA .4, Hoso mecro 800-13/2018-6

lWmap'ewka uecra 6

Hoso Mecto, 8501, Cnoseuis

Poamip cepil: 23,958 LT

LM nigrsepapkyio, Wo sneHabeaeHa iHchopmadis € pocTosipHoo Ta TouHOW. [aHa cepia npoaykuii Byna supolnexa
(BRNIOYAIOYM NaKyBaHHA/MApKYBaHHR) | npoiwna KOHTPONb AKOCTI Ha BULLEGBKA3AHIA AlNbHALI B NoBHI sianosigHocTi i3
sumoramii GMP, BeranosneHrmu  micuesum RErynaTopHiuM opradom, a Takox y signosigrocti fo crieyndikadyl
PEECTRALIVHOT  fAoKyMeHTaLl, sareepmKkeHol B YipaiHi  ans  AOCNiAKYBaHOro nikapcbkoro  sacoBy. Mporokonu
BUPOBHUUTBA, NaKyBaHHA | KOHTPOMA AKOCT] nepesipeni | sianosigaoTs sumoram GMP,

Cepis sunyuiena y signosigHocT i3 aitouoto gepcieto MIKA UA/B538/01/01,

flava Burycy Ha puHoK: OcoBa. sianosigansha 38 sunyck /13 Ha puHOK
05.10.2023 Bpirita Mytens

+ >
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Rardlt ceprucbiat skoeTi Mae enextporimil nianme, Hara apyxy ceprischikary: 11.01.2024
CepTiepikaT CTEOPEHO AETOMATIMHO BANTA0RANOIO ROMITIOYEPHOIO NPOTpamMor SAP, Cropirxa: 172




CEPTU®IKAT AKOCTI

(Fa IKRKA

KPKA, n. 4., Hoso mecto
YIPABIUHHA AKICTIO
Wmap'cwra ecra 6
8501 Hoso mecro
Cnosenin

Ton: +386 7 3312111

En, nowrra: infogikrka.hiz

Kog Ne, 7F1163

OEKCAMETAZOM, posunn anst in'exuin, 4 mrivmn Ne 25
KpaiHa-supoBHUuk: Criosenis

1 MIT PO3UMHY ANS iH'EKUIA MICTUTEL 4 M AekcamMertasony ocdaty y surnagi Aekcamerazony HaTpilo docgary
nikapebka hopMmal Po3UMH AN IH'e KU
PO3MIP 1 TH NakyBaHHs: Mo 1 M B aMnyni; no 5 amnyity Bnicrepi; no § Grictepis y KapToHHIN kopobui

| Homep cepii: A81976

Aara supobuurea: 07.2023

[,El,a'ra JAKIHYEHHA TepmMiHy npuaaTHocT: 07,2028

(JiAN-TeoT)

Haasa nokasmakia Creundikaiia PesynsTaTh 8unpobysatn Mp*
Qe Npoaopuit, sin Geabaparoro 4o GMIR0-KOBTOrO Binnosinas %
RGLOPY POBUMH, NPaKTUNIHO Bea MoXanivtix
BRIIOHEHE
O0'CM, L0 BUTRIACTLCA He mewe 1,0 Mn 10-10 >
fIpoaopicts i crynimes Posuui ans in‘exuinn mae Byt nposopus v noplsuanb | Bianosiaae
KANAMYTHOCTI plan 3 BOAOKO
Crynivb 3abapsnenss piawn | 3abapanea POSYMEY Arst i eriih mae By He Bianosinac “
IHTRHCUBHIWE, HDK 3a0apRIeHHR eTEACHNOTO DOZUUHY
Y5
3HaueHus pH 7.0-88 6.2 .
fMexaniudi skaovenHs Metoa | He 6ineiwe 6000 vacTiHok 8 amnyni 64 d
| = sxnouanyn 2 10 mxm
Mexavivui grmouedts Metoa | He Binblie 800 YacTuHok 8 amnyni § :
Lo BIINOYEHHS 2 25 kM
lenrahixauis Hac yTpusMyBpaHis niky AeKCaMETa30HY drocpary Ha Bianoninac 4
ABACAMETASOHY (DOCATY ~ | XPOMATOTPAMI POSYMHY apaska (Sa%) Mae vinnoninarm
BEPX HECY YTOUMYBAHHA NiKY AEKCaMETas0Hy thocdaTy Ha
XROMATOrRaM oMty CTaHaapTy (58)
laentndikauin BHauenHs Rf 0CHOBHOT MAAMM Ha XpoMaTOrpami - 1
AEKCAMETAZOHY hocdaTy - posumrHy apaaka (SaS) mae Bianoaipath muavieHHo Rf
THWX OCHOBHOT NRMA HA XPOKATOrpaN] PoauHy crauaapTy
(88)
CynyTHi AOMILIKY ~ BINLHKH He Binbiue 0.8 % 0.1 %
AGKCAMETRION
CynyTri gonitk - oanHiHa | He Sinwie 0.5 % <= 0,10 o
Cynyril gomiure - cyma He Binbuwe 1,0 % 0.1 .
AOMILLIOK
KinbkichHwd paticr 65,0 - 105,0 % wig sasHavenol knskoet 99,3 »
AGRCUMETa30ny hochary
KirbxicHni ssict midepiuny 20,0 « 25 0 mr/vn 223 »
CrapunbHicTs Poaunt Ans iH'ekuiit mac Byt CTEPUITLHUM Bianosigae “
Bakrepianb i H0TOKCHHY He Sinbuwie 31,3 MOMr aexcameTazony thocdhary % 313 .

Mt = Npusirtia

‘1 He pyTUHHUR MeToa, Bunpolysarts nposoantucs 1 Pad Ha pix,

Flarui

IPTICDIKAT AKOCTI MAE BNEKTPOHKWH MANKG,
CeprudikaT CTEOPeHO aBTOMaTHHHO BaniAOBAKOI0

ROMBIOTRPHOIO NPOrpanmo SARP.

Hara ppyxy cepruchivary: 11.01.2024

Cropitka: 2/2




( T4 KRKN

KPKA, a. a., Hoeo MecTo

YNPABMIHHA AKICTIO
CEPTU®DIKAT AKOCTI ol

8501 Hoeo MecTo

CnoeeHin

Ten,: +386 7 3312 111

En, nowita: Info@dkrka.biz

Kog Ne: 7F1163

AEKCAMETA3OH, po3uvH AnA iH’ekulin, 4 mrimn Ne 25

KpaiHa-BupobHuk: CnoseHin

1 Mn posyuHy AnA iW'ekuid MicTUTEL 4 Mr aekcameTasoHy docdaty y BUrNAAi AexcameTasoHy HaTpiw thocdaty
nikapchka hopMa: po3uvH AnA iH'exuii

po3amip i TMN nakyeaHHa: no 1 mn B amnyni; no 5§ amnyn y GicTepi; no 5 Gnicrepis y kapToHHii kopobui

Homep cepii: AB1777

farta supobunuTea: 07,2023 I.Ela'ra 3aKiH4YeHHA TepMiny npugaTtHocTti: 07.2028
PeecTpauifve noceigueHHa Na:

UA - UA/8538/01/01

Hazssa i agpeca supo6Huka, BinnosigansHoro 3a sunyck cepii: |[JliueHsis Ha supoGHuuTeo Ne:
KPKA a.a., Hoao mecto 800-13/2018-6

Lmap’ewxa necra 6

Hoeo mecTto, 8501, Cnosexia

Poamip cepii: 24.344 IUIT

Lum nigTeepixyio, WwWo euweHaseaeHa iHhopMaUis € AocToBIpHOI Ta TouHoM. flana cepia npogykuil 6yna supobneHa
{BKnI0YI04M NaKYBAHHA/MAPKYRAHHS) | NPOMLLINA KOHTPONb AKOCTI HA BULIEBKa3aHii AiNbHWUI B NOBHIK BiaNoBiAHOCT i3
BuMoramMu GMP, BCT2HOBNEHMMM MICUSBAM DPEryNATOPHUM OPraHoM, a TakoX Y BiANORIGHOCTI Ao cneyudikauyir
peecTpauifHol AOKyMeHTauii, saTeepmkeHoi B YkpaiWi Ans pocrimkysaHoro nikapcekoro 3acoby. [lpoTokonu
BEUpOCHULTBA, NEKYBAHHSA | KOHTPORNA AKOCTI NepesipeHi i BignoeinaloTL BUMoram GMP,

Cepist BunywleHa y signoeigHocTl [a givuocio Bepciclo MKA UA/B538/01/01.

fata sunycxy Ha pUHOK: Ocaoba, BianosigancHa 3a Bunyck /13 Ha PUHOK
19.09.2023 Bpirita Myuens
ATITIS,
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LaHui coprudpikaT AKOCT Mag &NOKTPOHHWA NigNWeC. Aara apyxy cepTudsivary: 22,11.2023
CepTuthikaT CTEOPEHO ABTOMATUMHO BANINOBAHOIO KOMN'IOTEPHOK Nporpamolo SAP, Cropiuka; 1/2




CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA, a. a., Hoso mecTo
YNPABNHHA AKICTIO
Wimap'ewka uecrta 6

8501 Hoeo MecTo

Cnoeedis

Ten.: +386 7 3312 111

En. noura: info@krkabiz

Koa Ne: 7F1163

JEKCAMETA3OH, poayvH ans iv'exuii, 4 mrimn Ne 25
KpaiHa-supobHuk: CnoeeHln

1 Mn poaunHy ANA iH’eKUil MICTUTL 4 Mr AekcaMeTa3oHy bocdiaTy y BUrNAAi AexcameTasoHy HaTpilo cocdary
nikapcbKa gropma: po3uMH Ans iH'EKUiiA
po3mip | TMN nakxysanHs: no 1 Mn B amnyni; no 5 amnyn y 6nlcTepi; no 5 6nicrepln y kapToHHIH KopobLt

Homep cepii: AB177T

ara supobHuUTEa: 07.2023

l,qa'ra 3aKiHYeHHA TepMiHy npugatHocti: 07.2028

(55)

| Hassa nokasHukin Cneuwdikaula PeaynsTatu snnpobysaHb Mp.*
Onue Mpo3opuid, eig GesbapeHoro Ao Gnigo-weaTCM Bianoelgae -
KONGOPY ROIHMH, NPEKTHYHO 683 MeXaHMHHUX
BKMOYOHE
O6'eM, LU0 BUTArAETLER He meHws 1,0 Mn 1,0-10 -
MpoaopleTs i erynivb PoauuH ana in'exuin mae GyTh npoacpum y napiensitkl | Bianosigae -
¥anaMmyTHoeTl piguH 3 BOOOK
CTyniHe 2aabapenenns piguH | 3abapeneHHa posuvHy AnA iH'ekuin Mac GyTh He Bianoeinae -
IHTeHCUBHIWS, HDK 3a0apBRBHHRA BTANCHHOMD PO3UHY
Y5
3hadenHn pH 70-85 8,1 -
MexaniuHi skrouskis Metoa | He Ginbiue 6000 yactuHok B amnyn) 14 -
| — BkRICYEHHA = 10 Mitw
MexaHiuHi Baniovenns Motag | He Ginbiue 809 vacruHok B aMnyni 1 -
| —exntoyeHHn = 25 Mkm
lagHTrgikauia Yac yTpUMYBAHHR NiKy AeKcaMeTaaoHy toctaTy Ha Bignosigae -
AekcameTasoHy thacchaTy — | xpomartorpami posunHy apaaka (SaS) Mae eignosigarTy
BEPX yacy yThUMYBEHHA NiKky AexcaMeTasoHy thactaTty Ha
XpoMatorpami poaquHy cTaHgapTy ($5)
ineHTubikavia 3xavennn Rf ocHoBHOT nnsMy Ha xpomarorpami - *
AekcameTasoHy octhaty — | posunHy 3pazka (SaS) Mae sinnosigaTu aHaueHHO RE
TWxX OCHOBHOT NIAMM HA XPOMATOTPaMI POAUMHY CTaHAAPTY

CynyTHI QoMilwxm - BinbHUiA
[BKCAMETAIOHN

He éinswe 0,5 % //-_;
e

CYNYTHI AOMILIKK — OOMHAMHA

He Ginewe 0.5 %

<= 0,1“‘0\/0/_; \

CynyTHi gomilukm — cyma

Ha Ginbtue 1,0 %

A o\
oy Chi 1&‘;\

Mp.* = Npumitea

*1 He pyTurrmi meTog. BunpoByBanHs npoBoauTses 1 pas Ha pik

SoMilLoK //° TOKY
KinkidcHui BmicT 95,0 - 105,0 % Big 3asnaseHol KinbkacTl | « ( ; 12 TREA .
fexcamerasoHy docdary & $ - f\'M ]: l
Kintkichwia sMict Fniuepusy | 20,0 - 25,0 mrimn A 7Y NE) 2
CrepunbHicTe PoaunH gnst iH'ekLiit mae SyTH cTepunsHi ‘5/. Bmoa'!ggb 2 :' ’]f -
BakreplankHl ¢HAOTOKCHHW He Ginbwe 31,3 MO/Mr AskcaMeTaso . oo 123,135 o -
(AT-TecT) " YN_ | 8 i{,‘-/j\.,\\‘/

NEie T

Januit cepTudblkaT AKOCTI MaE enexTpoHAWI manwe.
CepruchlkaT CTEOPSHO ABTOMATYHO BANIAVBAHOI KOMITIOTBPHOK NPOrpamMol SAP,

Hata apyky ceprudikary: 22.11.2023
CropiHka; 2/2




JEPKABHA CJIIVKEA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, Tein. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €OPIIOY 37079055

, BUCHOBOK
npo sAIKicTHL BBe3eHOro B YKpainy pikapcbroro sacoly

22.02.2024 Ne 8678/24/26

JTEKCAMETA30H

" (naliMenysanns nikapeskoro 3acoby arinno 3 peccrpallifHUM: OCBiRMCHHAM)
posuun s in'excuiit, 4 mr/mi, o 1 ma B amnyJi; no 5 amnya y Gaicrepi; no S Guicrepis y
KapTOHHIH Kopooui

((popma BHITYCKY, RO3YBARHS, BHA TIAKYBAHHS iKapcekoro 3acoby)

Homep peectpauiiinoro nocsizuenns UA/8538/01/01 crpok ii peectpauiiisoro nocsiauents HeOOMeXeHUH

Cepia nikapcskoro saco6y Ne A82020 KinbkicTb BBE3eHOTO Jtikapebkoro sacoby 8280
BupobHuk KPKA, n.11., Hoso mecto, CrioBeHis .
(uaMeHyBans BHPOBHIKA TIKAPCHKOro 3acoBy, Kpailia MOXOMKEHHS)
BeeseHo B Ykpaiy Crinbae ykpaiHCLKO-¢CTOHCHKE MiAMpHEMETB0 y (opMi TOBaPHCTBA
3 o6Mexkenoro BigmosigansuieTio YOnrima-®apm, JITH", inent. kon:
21642228

(natiMenynainia Ta Koy 32 €/IPITOY opumiuHoi ocoGy abo npissuie, im's, no Gatskosi Gisnunol
0cO6H = nianpHeMLL, i MICLE IPOXMBANHA T4 peecTpaLiiHimii Homep 00iK0BOT KAPTKH NARTHHKA
posaTkip ao cepin Ta HOMep nacropra)

TIporokon misyasnsuoro kourpomo sin 22.02.2024 Ne 586/41.

3a - pesyabTaTAMH  JIEPKABHOTO  KOHTPOINO ~ BCTAHOBAGHO, Jiikapeekui  3aci6 ‘beeseno B Vipainy 3
JOTPHMAHHSIM BUMOT 3aKOHOAABCTBA LIOAO 3abe3neueHus

4 hCOBIB 74

i nixapobkux 3acobis.

‘o‘{ﬂj‘ WA HH ’:fo/r)
NS ko
s 2 %

Isan BAJIBOPHUX

B.o. navafd
: (mmigrne) ‘(iui[ximm T4 NpisBuIe)

(nocazondee




KPKA, 4. 4., HoBo mecTo
CEPTUDIKAT AKOCTI YNPABIHHA SKICTIO

Lmap'ewka uecra 6

8501 Hoso mecto

CnoBeHis

Ten.: +386 7 3312 111

En. nowrta; info@krka.biz

Kog Ne: 7F1163

OEKCAMETAS3OH, po3uuH Ans iH’eKuii, 4 Mr/mn Ne 25

KkpaiHa-BupoGHUK: CnoseHis

1 MA PO3UMHY AnA iHeKUilt MiCTUTL 4 M AleKcameTa3oHy tdocdary y Burnagi gekcameTasoHy HaTtpito cpocpaty
nikapcbka (hopma: po3umH ans iH'eKLin

po3Mip i TUN NakyBaHHsA: o 1 mMn B amnyni; no 5 amnyn y 6nicrepi; no 5 6nicrepiB y KapTOHHI Kopoobui

Homep cepii: A82020

[ata supobHuuTtea: 07.2023 I,ElaTa 3aKiHUEHHs TepMiHy npuaartHocri: 07.2028

PeecTpalliiie noceipyeHHs Ne:
UA - UA/8538/01/01

Hasea i agpeca BUpoBHVKa, BIAMNOBIAAMNEHOrO 3a BAMYCK cepii: |JliueHsis Ha BupoGHULTEO Ne:
KPKA a.n., HoBo mecTo 800-13/2018-6

Wimap’ewka yecta 6

Hoeo mecTo, 8501, CnoBeHis

Posmip cepii: 24.368 LUT

Lium nigTeepmxyto, WO BULeHaBeAeHa iHpopmaLisi € JOCTOBIPHOK Ta TouHol. [laHa cepist npoaykuii Byna supobnexa
(BKIIOYaKOYM NaKyBaHHA/MapKyBaHHS) i MPoWLLINa KOHTPOMb AKOCT Ha BULLEBKa3aHilt AirbHULI B MOBHINA BiANOBIAHOCTI i3
BuMOramMy GMP, BCTAHOBREHUMM MICLEBUM PErynsToOpHUM OpraHoM, a Takox Y signosigHocTi Ao cneuudikaii
peecTpaLiiHol [OKyMeHTauil, 3aTBepAxeHol B YkpaiHi Ans  OOCTiMKYBaHOTO rikapcekoro 3acoby. [lpoTokonu

BMPOBHULITBA, NaKyBaHHS | KOHTPOIS AKOCTI nepesipeHi i BignosigaioTe BUMoram GMP.

Cepis BUnyLeHa Y BiANoBIgHOCTI i3 Ailo4oto sepcicto MK UA/8538/01/01.

[ara Bunycky Ha pUHOK: Ocoba, BianosiaanbHa 3a sunyck 13 Ha puHoK
24.10.2023 Bpirita MNMyuernb

[anuii cepTudikaT AKoCTi Mae enekTpoHHUiA nianuc. DNaTa apyky ceptudikaty: 07.02.2024

CepTuchikaT CTBOPEHO aBTOMAaTUYHO BaniaoBaHo Komm'loTepHOLO nporpamoio SAP. Cropinxka: 1/2
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CEPTU®IKAT AKOCTI

4 IKRKA

KPKA, a. &., Hoso mecto
YRAPABNIHHA AKICTIO
limap'ewka Lecta 6

8501 Hoso mMecTo
CrioseHis

Ten.. +386 7 3312 111
En. nowrta: info@krka.biz

Kog Ne: 7F1163
OEKCAMETAS3OH, po3unH ans iv’ekuin, 4 mr/mn Ne 25
KpaiHa-BUpoOHUK: CrioBeHis
1 MA1 PO3UMHY ANS iH'EKLUIA MICTUTL 4 MI AeKcaMeTa3oHy docdarty y BUurnsgi aekcameTasoHy HaTtpito choccparty
nikapcbka hopma: po3yuH Ana iH'eKuin
po3mip i TUN NakyBaHHS: no 1 Mn B amnysi; no 5 amnyny GnicTepi; no 5 GricTepis Y kKapTOHHIA KOpobuUi
Homep cepii: A82020 :
[ara BupoBbHuyTea: 07.2023 IﬂaTa 3aKiHYeHHs TEpMiHY npugatHocTi: 07.2028
Ha3Ba noKasHuKiB Crieumdikauis PeaynbraTyi BUNpobysaHb Mp.*
Onue TMposopuit, Bip 6e36apBHOro A0 6Aif0-KOBTOrO Bignosinae -
KONbOPY PO3UMH, NPaAKTUYHO B3 MeXaHiuHNX
BKHOYEHD
0O6'eM, L0 BUTAraeThes He meHnwe 1,0 Mn 1,0-1,0 2
MposopicTk | cTyniHL PoauuH A5 iH'ekLih Mae By Ty npo3opum y nopisHsHHI | Bianosinae -
KanaMyTHOCTI piivH 3 BOAOKO
CryniHb 3abapenenHs pignH | 3abapeneHHs po3yuHy AnA iH'ekuit mae GyTu He Bignosinae -
iHTeHCMBHILLE, HiX 3a6apBNEHHA eTaroHHOro PO3UNHY
Y5
3HadeHHa pH 7,0-85 8,1 -
MexaHiuHi BkiloueHHs Metoa | He 6inblue 6000 4acTUHOK B amnysi 39 ~
| — BKNIO4EHHsA 2 10 MKM
MexaHiui BrrtoverHs Metoa | He 6inbwe 600 YyacTuHOK B amnyi 0 -
| — BKIIOYEHHS 2 25 MKM
laeHTUdiKaLis Uac yTpumMyBaHHs Aiky AekcameTasoHy toctary Ha Bipnosigae -
neKkcameTasoHy cocdaty — | xpomarorpami posunHy apaska (SaS) mae BignosigaTtu
BEPX yacy yTpuMyBaHHs! Miky AekcameTa3oHy tocgary Ha
Xpomarorpami po3uuHy craHaapty (SS)
lneHTUiKaLin 3HaueHHs Rf 0CHOBHOI NNsIMKU Ha Xxpomatorpami - 1
JexcameTasoHy docaTy — | posunHy apaska (SaS) mae BiAnosiaaT 3HaueHHIO Rf
TWX OCHOBHOT NANAMI Ha XpomaTorpami po3uuHy ctaHaapTy
(SS)
CynyTHi AOMILKK - BiNbHUA He 6Ginblwe 0,5 % 0,1 -
[eKcameTasoH
CynyTHi AOMilUKK —oanHuuHa | He Ginbwe 0,5 % <=0,10 -
CynyTHI AOMiLLKK — CyMa He Ginbwe 1,0 % 0,1 -
AOMILLOK
KinbKicHW# BMiCT 95,0 - 105,0 % Big 3aaHaueHol kinbkocTi 99,2 -
AekcaMmeTasony doctary
KiribKicCHU# BMICT raiiiepuHy 20,0 - 25,0 mr/mn 22,4 -
CTepunbHICTb Po3uuH 475 iH'eKLUit mae 6yTi CTepunbHUM Bignosigae -
BakTepianbHi eHA0TOKCUHW He Ginbwe 31,3 MO/mr gekcameTasony docdaty <3,13 -
(JJIAJl-TecT)

Tp.* = Mpumitka

*{ He pyTMHHWIt MeToa. BunpoBysaHHs NpoBoauTLCs 1 pas Ha pik.

[NaHuit cepTUdIKaT sIKOCTI Mae enekTPOHHWIA nianuc.
CepTudikaT CTBOPEHO aBTOMaTU4HO Bani40BaHOI0 KOMA'IOTEPHOIO POrPamoko SAP!

CropiHka: 2/2

[ata apyky ceptuddikary: 07.02.2024
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