JAEPXJHNKCIIY)XBA
JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJUIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

nipocniekT Banepis JloGanoeebkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPI1OY 37078774

BHUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKPaiHy JikapchbKoro 3acody

14.02.2023 Ne 5071/23/10

HPOKTO-I'VIBEHOJI

(HaliMeHyBaHHS J1iKapchbKOro 3aco0y 3riIHO 3 peecTpaliiiiHUM OCBIUEHHSM )
KpeM pekTaabHuii mo 30 r kpemy y Ty6i; mo 1 Ty6i y KOMILIEKTi 3 HACAIKOK Y KAPTOHHI
navii

(dopma BUIyCKY, 103yBaHHS, BUJ] MAKyBaHHS TiKapchKoro 3acody)
Howmep peectpaniiinoro nocsinuenns UA/4678/01/01 crpok aii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne PE2F33 KinbkicTs BBe3eHOTO Nikapchkoro 3acoby 16314

BupoGHuk Pexopnari Innactpia Ximika e @apmaceprika C..A., Itamis

(HaiiMeHyBaHHS BUpOOHUKA JIKapChKOro 3ac00y, KpaiHa MOX0PKEHHS )

Baee3seHo B Vkpainy Tosapucrso 3 oomexenoro BignosigaasHicTio "PEKOP/IATI
YKPAIHA", inenr. xon: 38688480

(naiimenyBauHs Ta xoa 3a €/IPTIOY opuaudHoi ocodu abo npizBuiie, im's, 0o 6aTbKOBi
(izrunol 0cobu - nianpuemis, il Micie npoxKMUBaHHS Ta peecTpaniitHiii Homep 001iKoBOT
KapTKH MIaTHAKA [0JATKiB a00 cepis Ta HOMEp nacrnopra)

[poTokoa Bisyansnoro koutposto six 07.02.2023 Ne 0340/6.

3a pesyiabTaTaMu JIep)KABHOIO KOHTPOJXO BCTAHOBJIEHO, IO JIKapchbkuil 3aci0 BBe3eHO B VYkpaiHy 3

JOTPHMAHHSAM BuMOr 3aKOHOAABCTBA 1100 3a0e3MeuYeHHs AKOCTI JiKapChKUX 3ac00iB.
k! S

e

Ipuna ITAJIAMAP
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Jloeomun PEKOP/LATI
®apmaleBTnYHMI 3aBod y Minani

Cepmudpikam AHanisy

KonTtpons sikocTti Ne: 2209338

Koa: 41387000

Cepia: PE2F33

Homep noctavansHuka: 202210717

Mpoaykuis: TPOKTO-IMIBEHOI, kpem pekranbHuit, 30 r MeTop ananisy 145 PGL noto4He Bug.
AHanis: 14.12.2022 Tepmin npugatHocTi: 11.2025 [ata BupoGHuuTBa: 24.11.2022
Noka3Huk Bumoru cneumndpikauii Oaunnnui PesynbTar
Onuec FomoreHHui kpem BignoBinae
Konip binui Bignosigae
3anax Cnabkuit, xapakTepHuii Bignosinae
PoaTikaemictb <45 MM 32
AxomarnbHi 4acTkn (200 mkm) <2 yacTku 0
AHomanbHi 4acTkn (100 mkm) <10 4acToK 0
Ph (BogHa cycneHsia 1:3) 3,545 3,9
BogHa gudysia <20 MM 10
Onuc NpoayKTy MiXK CKNAHUMMU NNacTUHKaMy HesHayHi BKMoueHHsA nosiTpa Bignosigae
laeHTndikauisi: TpubeHosng (YO AMAO) MosntneHUn [oantneHun
lgenTudikadis: nigokainy rigpoxnopug (Yo OMIO) MosutusHUR [NosntnsHUi
laeHTudikauis: TpubeHosng (YEPX) MosutusHun [MoantusHui
lneHTudikauis: nigpokainy rinpoxnopug (YEPX) MosutusHuiA [No3nTnBHUi
loeHTudikauia: metTunnaparigpokcubeHsoat NosuTtueHUM [o3nTnBHUM
loeHTudikadia: nponinnaparigpokcnbexsoat MoanTtusHUi [o3nTnBHUi
Bensanbgerig £0,2 % 0,0
BeHaunosuin cnvpT £0,2 % 0,0
3, 5, 6-1pn-O-6eH3nn-D-rntokodypaHosng <05 % 0,0
Jligokainy N-okcmng <1,0 % 0,1
(ET;S‘% :Egglmb;e)smommm npoaykT aerpaaauii <02 % 0.0
O ot oA AT
Bci npogykTn gerpagauii <3,0 % 0,1
KinbkicHe BU3Ha4eHHs TpubeHosnay 95,0-105,0 % % 98,8
KinekicHe BM3Ha4YeHHs nigokaidy rigpoxnopuay 95,0-105,0 % % 98,7
KinbkicHe BM3HAYEHHS 90.0-110,0 % % 996
MeTunnaparigpokcubeHsoaty
KIﬂbK.ICHe BU3HAYEHHS! 90,0-110,0 % o 976
nponinnaparigpokcmnbeHsoary
3aranbHa KinbKicTb aepoBHUX MiKpOOpraHiamis <1000 KYO/r <10
?svll'gi::;':? :;?Cilzc;)z gstmmasmx Ta NiCHeBUx <100 KYO/r <10
MpumiTku:
MEHEDKEP 3 KOHTPOJIIO YNOBHOBAXEHA OCOBA
AKOCTI
. - Cepist . ﬂaHinq PaTTi .
D-p Dadienb ®paioni 3ATBEPIKEHA B Knaygia Opironi

/niénuc/
Hata: 18.01.2023

anst guctpubyuii

/nidnucl

[ara: 18.01.2023



Jloecomun PEKOPLATI

dapmauesTnuHMi 3asoj B Minani
KoHTporsb sikocti Ne: 2209338

NEPEKIAL

CEPTU®IKAT CEPII

Mpoaykuis:

Kon

Howmep cepii

KpaiHa imnopTy:
PeecTpalinHe noceigvyeHHs B
YkpaiHi

[itoya peyoBuHa

Jlikapcowka hopma

Poamip Ta Tun nakysaHHs

NMPOKTO-TNIBEHO, kpem pektanbHuu, no 30 r
41387000

PE2F33

YKPAITHA

UA/4678/01/01 (TepMiH gii HeobmMeXxXeHOo)

100 r kpemy micTuTh: TpUbEHO3MAY 5 r, nigokaiHy rigpoxnopuay 2 r
Kpem pekTanbHUn
no 30 r y Ty6i; no 1 Ty6i 3 Hacagkow y navui

[ata BmpobHuuTBa 24.11.2022
[arta 3akiH4eHHs TepmiHy 11.2025
npuaaTHOCTI
Posmip cepil (KinekicTb yriakoBok) 16314
LinbHnua JliueHsia Ha CepTtudpikat
BUPOBHULITBO BignosigHocti GMP
BupobHuk: Pekopparti [Haactpia Ximika e ®apmaceBTika
CnA, aM-13/2022 IT/15/H/2022
Bia Matteo UisiTani 1, 20148, Minan, Itanis
YnakoBka: Pekopgaarti IHgacTpia Ximika e ®apmaceBTika
C.nA., aM-13/2022 IT/15/H/2022
Bia MaTtTeo YisiTani 1, 20148, Minan, Itanis
KoHTponb Pekopgarti IHgacTpia Ximika e ®apmaceBTika
AKOCTI: C.nA, aM-13/2022 IT/15/H/2022
Bia MatTeo Yisitani 1, 20148, MinaH, ITania
Bunyck cepii: Pekopgaarti IngacTpia Ximika e ®apmaceBTika
C.nA., aM-13/2022 IT/15/H/2022
Bia MaTTeo Misitani 1, 20148, MinaH, ITania

PesynbTtatn ananiay cepii npegcrasneri B Cepmucdbikami aHanisy, 1o A00aETbCH

KomeHTapi:

Ljum 51 3aceidqyro, wjo HagedeHa suuje iHhopmauis € oCMOoBIPHOK ma moYyHoK. Lo cepito npodykuil
6yno eupobneHo (exkmoYarodu NaKkyeaHHs/MapKyeaHHs) ma fpoeedeHo KOHMponb i sikocmi  Ha
suwesasHadeHritl OinbHuUi y mnosHill eidnosidoHocmi 3 eumozamu GMP, ecmaHosneHuMU Micuesum
pezynsamopHUM 0Op2aHOM, a makoxXx 8i0rnogidHo 0o crneyudgbikayit, wo micmsmecs y peecmpauyiliHoMy
Oocbe. llpomokonu eupobHuumea, nakyeaHHs ma aHanizie 6yno rnepeenssHymo ma 8CmaHO8/IeHO

gidnosioHicms GMP.

YnoBHOBaxeHa ocoba
(BignoBigHo go po3sainy 51
OupekTuBu 2001/83/CE)

[ Oaunino ParTi

[ | Knayais ®pironi

/midnuc/  18.01.2023
[ara Ta nignuc
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HEPKIIKCIIYIKBA YKPATHU
HAEPKABHA CHYIKBA 3 }III{APCLKI/.IX BACQBIB TA KOHTPOJIO 3A
HAPKOTHUKAMMH Y KMIBCBKINA OBJIACTI

npocnext Banepis JloBanoseskoro, S|, m. Kuis, 03110, ren/dpaxc: {044 2753030
E-mail: dls.ko@dls.gov.ua, Kon CPTIOY 37078774

BUCHOBOK
npo sIKicT, BBeseHoro B Ykpainy JHKaPCBKOro 3ac00y

12.05.2020 Ne 22941/20/10

NPOKTO-I' TIBEHOJ

{taitmcnyBanms Aikapehkoro 3acofy sripno 3 peecrpauiitiim NOCBLNEHNM)
KPCM peranbuuii mo 30 r kpemy y 1y6i; no 1 TYOl y KOMIIICKTI 3 HacasKkoo Y kapronnii
ALK

{tbopma sunyeky, mosysanns, nua NAKYBAKBs BiKapCLroro 3acoby}
Homep peectpaiiiinoro nocsinuenns UA/4678/01/01 CTpoK Al peecTpaliiinoro wocsinvenns 31.03.2021
Cepia sixapeskoro sacoby Ne PEE91.33 Kinsxicrs Bresenoro sikapebkoro sacoby 16055

Bupobik Pexopaari lugacrpia XiMika ¢ ©apmacenrixa C.n.A., lranis
(ralimcnynanns supofnnka AikapenKoro 3acoby, Kpaiia noxozenns)

Beeseno 8 Yipainy Tosapucreo 3 06mekenoo Bianorinanpnicrio "PEKOPJIATI
YKPAIHA", ineur. con: 38688480
(naitmenynanis ta koa 3a CIAPLHOY 1opuAKNOT 0cobu abo npissise, M, 1o Sarskon] dizuanoy
0CoBH - mianpHeMus, 1T Micue npowkKBasIs TY pecerpaniiimii nomep oGnikonof KapTKH (IaTHUKS
nrozarkis abo cepis ta nomep nacnopra)

[Ipororon sisyansLnoero konrposno sin 29.04.2020 N 1413/3.

3a  pesynuravamu  IepwasHoro KOHTPOJIO  BETAHOBNCHO, 1O  JHKApcobkuil  3aciG  sreseno b Ykpainy 3

AOTPHMAHHIM sumor 3aKOHOEABCTRA 11040 3a0e3neueHtn sKocTi JHKapCEKHX 3acobip.

Bi/Udy
Kapcbicux 3acobis

1h _ 8 6( e HB.
i Y Kutnenkin 3ybapesa

FELF 5
wif

1019 KOHTPOLO) {ianne) (innivsiann Ta npiseuie)

"PEKOPAIATI
YKPATHA"

Anteunnit crnag Nel £
IneHTUdiKAUIAHKA




lloezomun PEKOPLATI

DapMauesTU4HUl 3a80a 8 MinaHi
KoHTpone sikocti Ne: 2002271

F

MNEPEKNAQL

CEPTUDIKAT CEPIT

Mpoaykuis:

Koa

Homep cepii

Kpaina imnopry:
PeecTtpauiiiHe nocsigueHHs B
YKpaiHi

Nitoua pevosuHa

lNikapceka dopma

Poamip Ta Tun nakysaxHs

MPOKTO-TNIBEHON, kpem peKTansHUd, no 30 r
41387000

PE9L33

YKPATHA

UA/4678/01/01 (pie o 31.03.2021)

100 r kpemy micTUTb: TpuGeHosuay 5 r, nigoKalHy rigpoxnopuay 2 r
KpeM pekTansHMIA
no 30 ry Ty6i; no 1 Ty6i 3 Hacagkoo v nadyj

lara BupobHUUTBA 04.03.2020
Llata 3akiHuenHs TepmiHy 03.2023
npuaaTHOCTI
_Poamip cepii (KinbKicTb ynakosok) 16055
AinsHuus Niuensia Ha Ceptugikar
BUPOBHULITBO BignogiaHocTi GMP
BupobHuk: Pekopaati IHpacTpia Ximika e ®apmacesTika
CnA., aM-78/2019 IT/105/H/2019
Bia MaTtreo Yisitani 1, 20148, Minan, Itanis
Ynakoeka: Pekoppari InaacTpia Ximika e dapmaceeTika
C.nA., aM-78/2019 IT/105/H/2019
Bia MatTeo Yisitani 1, 20148, MinaH, Itanis
KoHTponb skocTi: | Pekoppari IHaacTpia XiMika e dapmacesTika
CnA., aM-78/2019 IT/105/H/2019
Bia MatTeo Yisitani 1, 20148, Minan, ITanis
Bunyck cepii: Pexoppaari IHpacTpia Ximika e ®apmacesTika
CnA. aM-78/2019 IT/105/H/2019
Bia MaTtTeo Yisitani 1, 20148, Minan, Itanis

PesyneTati aHanisy cepii npeactasnexi 8 Cepmucdbikami ananizy, 1Wo f0A3ETECH

KomeHTapi:

Lium 51 3aceiovyro, uio Hasedena suuie iHhopMaLia € QOCMmOosIpHOK Ma MOoYHOI0. Ll cepito npodykuyi byno
8UPOBIIEHO (8KIMOYaIOHL NaKy8aHH/MapKysaHHs) ma posedeHo koHmporns it ssikoemi Ha 8ULE3a3HaYeHI(
insHUL Y nosHill 8idnosidHCCMI 3 sUMO2amMu GMP, scmaxosnesumu Micyeaum pezynamopHumM opaaHom,
a4 makox eidnoeidHo do creyucpikauil, wo micmambes Y peecmpauitinomy Oocke. [lpomokonu
8UPOOHUYMEa, nakysanHs ma aHanisie 6yno epeeniadymo ma ecmanosneHo gidnosioricms GMP.

YnoBHOBaxeHa ocoba
(sinnosiaHo po pozainy 51 Aupekruan 2001/83/CE)

[] Ap. Aanino Parri
M [Lp. Knayaia ®pironi

/nidnuc/ 30.03.2020

Hata Ta nignuc
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Jloecomun PEKOPOATI
dapmaLeBTUYHUIA 3aBog y MinaHi

Cepmudpikam AHanizy

KoHTponb sikocTi Ne: 2002271

Kon: 41387000 Cepisn: PEIL33 Homep noctayanbHuka: 201914447

Mpoaykuis: MPOKTO-TMIBEHO!N, kpem pekTannHuil, 30 r MeToa ananisy 145 PGL noTouHe Bug.

Ananiz; 30.03.2020 Tepmid npuaatHocTi: 03.2023 [arta supobHuurea: 04.03.2020

Moka3Huk Bumoru cneumndikauii QauHuui PeaynbTaTr
Onunc ["OMOreHHUA Kpem Bianoeinae
Konip Binwii Bignosinae
3anax Cnabkuii, xapakTepHuii Bignosinae
PoaTtikaemicTb < 45 Mm MM 29
AHOMEIbHI YacTku (200 Mkm) <2 YacTku 0
AHomansHi qactku (100 Mkm) <10 YacToK 0
Ph (BogHa cycnersia 1:3) 3,545 3.8
Boara gudyais <20 Mm MM 10
Onuc NpogyKTy MK CKNAHUMK NNAcTUHKaMK HeaHaqHi BKNOYEHHA NOBITPS Bianceigae
laenTudikauis: TpubeHosug (TLWX) Mo3uTusHUR Mo3nTUBHUIA
laeHTudrikauis: nigokainy riapoxnopug, (TUIX) MoauTusHuiA [Mo3uTUBHUIA
laenTudikavis: Tpuberoang (BEPX) MosuTnsrui [MoanTueHUG
lnenTudikauia: ninokainy rigpoxnopug (BEPX) Mo3uTnsHKMA [Mo3nTUBHUN
InenTudikauis: MeTunnaparigpokcubenacat MoauTuBrkiA Mo3uTrBHKI
lneHTudbikauis: nponinnaparippokcubensoat MoauTueHKiA MoautuBHUA
Bexsansaerin <0,2 % 0,0
Behaunosuli cnupt =02 % 0,0
3, 5, B-Tpu O-6eHaun-D-rniokodypaHosua =0,2 % 0,0
2, 8-guMeTuNaHINIH <0,2 % 0,0
Binomi npoaykTu Aerpagauii nigekainy o
rigpoxnopuay: nik Ha Yyac yTpumMyBaHHa=1,3 xg <02 C 0.8
(BT;;,?%::E?MZE;BLWMMM NpoAYyKT Aerpafalyi <0,3 o 0.1
el
Bei npoaykTu ferpagauii (Tpuberosug) 2,0 Y% 0,3
Bci npoAykTu gerpagadii (nigokainy <05 % 0.0
rigpoxnopwa)
KinskicHe BuaHayveHHs TpubeHoauay 95,0-105,0 % % 97.9
Kinskicke BU3HauYeHHA NigokaiHy rigpoxnopuay 95,0-105,0 % % 99,7
KinskicHe BU3HAYEHHS 90,0-110.0 % % 99,3
MeTunnaparigpokcnbeHsoaty
Kinblgicne BUSHAEHHS 90,0-110.0 % %, 96,8
nponinnaparigpokcubexsoaty
3arankHa KinbKicTe aepoBHUX MIKPOCPraHiaMmis = 1000 KYO/r <10
3ara_nbrfa KiJI'IhK\'C‘Tb ApDKOXOBUX Ta NNiCHEBUX <100 KYOIr <10
rpubis/kinbKicTE hopm
MpumiTeu:
MEHEKEP 3 KOHTPONK YNOBHOBAXEHA OCOEA
AKOCTI
g Il Ap. Aarino PatTi
O-p Dadienk ®paicni Gepis B Ap. Knaynia ®pironi
3ATBEPOXEHA
/midnuc/ Ans AMcTpuGyuii /nidnuci
Nata: 30.03.2020 Remerag 3
X n."
S 'PEKOPJIAT;%'

YKPATHA" B3 M
= Anteduui cxnap Nel 5 &
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JEPIINKCITYIKBA VKPATHA
AEPIKABHA CJHYIKBA 3 IKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KMIBCBKINA OBJIACTI

npocrekT Banepia JloGanosekkoro, 51, m. Kuis, 03110, ren/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox EAPIIOY 37078774

BUCHOBOK

Npo SIKICTL BBE3CHOr0 B YKpaily JiKapebioro 3acoly

09.07.2020 Ne 31376/20/10

IPOKTO-TJHBEHOQJI
(HAEMEHYBANTI HIKAPCHKOTO 3aco8Y 3riAHO 3 peecTPilifnM B0CBIACHHAM)
KpeM pextanbinii no 30 r kpemy y Ty6i; no 1 1y6i y KomMuiexTi 3 Hacajkoio y kapronuii
rauni
{hopma Burtycky, A03YBaHHS, BUA IAKYBAHHY JIKAPCLKOTO 3ac00Y)

Howmep peccrpauiiinoro noceinuenns UA/4678/01/01 erpok aii peccrpauiiizoro noceinvenas 31.03.2021
Cepis nikapclxoro sacoby M PILON34 Kisexicrs Baesenoro nikapeskoro sacody 15954

Bupo6ik Pekoprarti Inmacrpia Ximixa € Gapmacenrika C.ar A, Iranis
(vakMenypanus BHPOOHKKA TKapChKOTo 3ac00y. KPaTHA NOXOMKCHH)

Baeseno 8 Yipatiy Topapucrio 3 obmesxenolo sinnosinaasuicrio "PEKOPJIATY
YEPAIHA", igent. xon: 38688480
(uadimenypanng 1a ko sa CHPTIOY wopuimunol ocobu alio npissaine, ', 10 darerosi izumiol
OroBiK - NHEDHCMIL, T MICHE TPOKABANES 12 PECCTPaLiliugi noxmep oBaikoneT KAPTIH NIATHUKA
nogarkis abo cepis Ta HOMER 1MaciopTa)

poroxon sizyansnoro kourpomo sin 02.07.2020 x 2012/4.

3a  pe3ynbTATAMM  HCPIKABHOMO KOHTPOMO BCTAHOBAGHO, WO Jjikapekkull  3acid  mBeseno B Yxpainy 3

AOTPHMAHHAM BiMOT 3aK0BCOAABCTDA WO 3a0e3neHeHna SKOCTI JKAPCLIKHX 3acobin.

Ounexciti COJTOJIPAN

6a OPraHy (mijsmc) (initmiani ra npissree)

lpeHi
AR | 3503




Jlocomun PEKOPLOATI
dapmavesTuHi 3aBoa B Minawi
KoxTpons skocti Ne: 2002305

Vs

NEPEKNAL

CEPTU®DIKAT CEPII

Mpogykuis:

Koa

Homep cepii

KpaiHa iMnopTy:
PeecTpauiiiHe nocsigyeHHs B
YkpaiHi

[iroya peyoBurHa

llikapceka dopma

Poamip Ta TN nakysaHHs

MPOKTO-TMIBEHON, kpem pekTanbHuii, no 30 r
41387000

PE9N34

YKPAIHA

UA/4678/01/01 (nie po 31.03.2021)

100 r kpemy MicTUTL: TpuGeHosuay 5, nigoKainy rigpoxnopuay 2 r
KpEM peKTanbHui
no 30 ry Ty6i; no 1 TyBi 3 Hacaakoo y nauui

fara BUpoGHMUTRE 04.03.2020
flata sakiH4eHHs TepMiHy 03.2023
npWAaTHOCTI
Po3amip cepii (KinbkicTk ynakosok) 15954
AinbHuus Niuersia Ha Ceptudikat
BUPOBHMLTBO BignosiagHocTi GMP
BupobHuk: Pekopparti IHgacTpia Ximika e dapmacesTika
C.nA., aM-78/2019 IT/105/H/2019
Bia MatTeo Yisitani 1, 20148, Minan, lrania
Ynakoeka: Pekopaari [HgacTpia XiMika e dapmacerTika
C.nA., aM-78/2019 IT/105/H/2019
Bia MaTTeo Yisitani 1, 20148, Minan, ITania
KoHTponb akocTi: Pexoppaati IHgacTpia Ximika € GapmacesTika
C.nA, aM-78/2019 IT/105/H/2019
Bia MatTeo Migitani 1, 20148, MinaH, ITania
Bunyck cepil: PekopgaTi IngacTpia Ximika e ®apmacesTika
C.n.A,, aM-78/2019 IT/105/H/2019
Bia MatTeo Yisitani 1, 20148, Minan, |Tanis

PesynbTaTtu aHanisy cepii npeacTasreHi 8 Cepmucpixami ananiay, o AOAAETECH

KomeHTapi:

Lum 5 3aceiduyio, Wo HasedeHa suLue iHghopMauyis € 0ocmosipHow ma moyHow. Lito cepiro npodykuil 6yno
BUPOOJICHO (BKIIOYRIONU NAKYEaHHA/MADKYBEHHA) Ma ApOBEIEHO KOHMPONE ii AKOCMI Ha 8uUIe3a3HAYEHIL
OinsHuyi y nosHill 8idnosidHocmi 3 sumozamu GMP, scmanosneHumy MicyesuM peaynsamopHUM opaaHom,
a rmakox eionosidHo Qo cneyupikayid, wWo wmicmamsca y peecmpauiiiHomy 0Oocbe. [Tpomoronu
BUPOOHULMEA, NaKygaxHs ma aHarizie 6yo NepeznsaHymo ma scmanosiieHo sidnosiduicms GMP.

YnoeHoBa¥eHa ocoba
(sianoBsiaHo Ao pozainy 51 OQupekTusu 2001/83/CE)

O Ap. daxino ParTi
B [p. Knaygia ®pironi

/nidnuc/ 02.04.2020
[arta Ta nignuc

%XCW/ LH23 O7 prov.oe




Jloeomun PEKOPATI
PapmayeBTU4HUIA 3aB04 y Minaki

Cepmudpikam Ananizy

KoHtponb sikocti Ne: 2002305

Koa: 41387000

Mpoaykuis: MPOKTO-TMIBEHOI, KpeMm peKkTanbHuM, 30 r

Cepia: PE9N34

Homep noctavansruka: 201915305

MeToa aHanizy 145 PGL noTouHe aua.

Ananiz; 31.03.2020

Tepmin npugatHocti: 03.2023

Hata supoBHuurea: 04.03.2020

MokasHuk Bumoru cneuudikauir OauHuui PesynbTaTt
Onuc omoreHHuR kpem Bianosinae
Konip Binwa Binnosinae
3anax Cnabkuid, xapakTepHuii Bignosigae
PoaTikaemicTs <45 MM MM 36
AHOMANbHI YacTku {200 Mxm) =2 4acTkK 0
AHoManbHi yacTiy (100 Mkm) =10 4acTok 0
Ph (ogHa cycnewsis 1:3) 3,545 3,8
BoaHa awndyaia =20 MM MM 14
OnKc NPoayKTY MiX CKISHUMKY ANACTUHKAMM HesHauHi BktouerHa nosiTps Bianosigae
laenTudbikavia: TpubSeHoauna (TLLUX) Mo3uTUBHMI MoanTueHui
IAeHTUdikaLis: ninokainy rigpoxnopug, (TLLUX) MoanTuaHui MMo3uTUBHWA
laeHTudikauia: rpubeHosug (BEPX) MosuTueHWA MoznTreHUA
lneHTndgikauin: ninoxaivy rigpexnopus (BEPX) MoanTusHuA MNoanTuaHKiA
lneHTudikauis: MeTunnaparigpokcubeHzoat MoanTuBHUE Fo3uTuBHUA
lAeHTMdikavis: nponinnapariapokcuBensoar MoanTusHMA MNo3uTuBHMIA
bensansgeria <0,2 % 0,0
BeHsunosuii ciuvpt 0,2 % 0,0
3, 5, 6-1pu O-6eHsun-D-rniokodyparoans 0,2 % 0,1
2, 6-gumeTrnaxiniv £0,2 % 0,0
Bip,omi npo,qyafm_ Aerpagauii nifokaivy B <02 o, 0.0
rippoxnopuay: nik Ha Yac yTpumMyBaHHa=1,3 xs
?gz:gg;ﬁmze)smommm NpoAayKkT Aerpagadji <03 % 0.1
B){,qb—mfmﬁ ﬂeai,qomwrﬁ NPOAYKT aerpanaui <02 % 0.0
{(nigoxaiHy rigpoxnopua)
Bci npoaykTv perpagauii (TpubeHoaua) =20 % 03
Bci npoaykTk Aerpagauii (Nigokaidy <05 % 0,0
riapoxnopung)
KinbxicHe BrasaveHHs TpuBeHoangy 95,0-105,0 % % 97,5
KinukicHe BU3HAYEHHA nigokainy rigpoxnopuay 95,0-105,0 % % 100,0
KinkkicHe BU3HAYEHHS 90,0-110.0 % o, 99.2
MeTunnaparigpoxkeubeHsoary
Krnbk_lcne BUSHAYEHHS 90.0-110.0 % % 93.6
nponinnaparifpokcubersoary
3aransHa KineKicTs aepoBHUX MiKpOOpraHniamis < 1000 KYO/r <10
Saraan_a Kmbkicm APiKOKOBUX Ta NNICHEBUX <100 KYOIr <10
rpubis/kinskicte dopm
MNpwmiTku;
MEHEXEP 3 KOHTPOMIO YNOBHOBAXEHA OCOEA
AKOCTI
. o Gepin O ap. Aanino Parri
O-p Daniens ©paioni 3ATBEPIDKEHA B p. Knayaia ®pironi

/mionuc/

Aarta: 31.03.2020

ansa AucTpubyui

/midnuct
Aata: 02.04.2020
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JEPKIKCIYKBA YKPATHH
HEPHABHA CIIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIA OBJACTI

npocnekr Banepis JloGanoscbkoro, 51, . Kuis, 03110, ten/haxc: (044) 27530630
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO AKICTHL BBE3CHOro B YKpainy JikapesLKoro sacody

09.07.2020 Ne 3137720410

OPOKTO-TAIBEHOJI
{(HaiimeryBanna rixapeskoro 3acofy 3riano 2 pecerpadiiinum nocsinucuuam)
Kpem pexTansunii no 30 r kpemy y ty6i; no 1 1ydi y komnaexTi 3 Hacakow y kaprounii
rauni
(hopma BHNYCKY, LOBYBUINE, BHIL TEKYBAHHSA HIKODCHKOTO 3acody)

Homep peectpauitinoro nocsimsenus UA/4678/01/01 crpox aii peecrpauitinore noesinvenna 31.03.2021

Cepin aixapewkore 3acoGy Ne PEIN35 Kinskicty sezenoro sixapopkoro sacedy 16539

Bupobimk Pexoppart lnpactpia Ximika e @apmacenrika C.u.A., [ranis
{nafinenyRanns BHPOGIHKE HiKAPCLKOTO 3ac08y, Kpaina noxomrenms)

Baeseno s Vipainy Tosapucreo 3 obmerxeno1o sinnosizaasuicTio "PEKOPHATI

YIPAIHA", igent. xom: 38688480

(irativenrynanna ra woi 3a CAPHOY jopranunol ocobn ado npizsvuie, iM's, no 6aturost iznuuot

OCOBH - MIANPUCMUS, 1T MICIC IIPOMHBANES Ta peecTpaniftnil noMep obaikonol kKapTkH (IATHHKS
nozatxin afo cepist Ta HOMCp acnop e}

IMpoTtokos eizyansuore konrpoms sia 02.07.2020 N 2012/5.

3a  pe3ynbTaTaMU  JIEPIKABHOTC  KOHTPOMIO BCTAHOBAEHO, 1O Jiikapehkuff  zaci®  wsseseno 8 Vipainy 3
ACTPHMAHHAM BUMOF 33KOHOAARCTRA 1010 3abe3euenis KKOCT| JikapchHy 3ac0bin.
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Nozomun PEKOPOATI

dapmMaieBTUYHWA 38804 8 Minati
KoHTponk sikocti Ne: 2002310

o

NEPEKNAO

CEPTUDIKAT CEPII

MNpoaykuyis: MPOKTO-TMIBEHOI, kpem pekTanbHui, no 30 r
Kog 41387000

Homep cepii PESN35

Kpaita imnopTy: YKPATHA

PeecTpauiiiHe noceigYeHHn B
Ykpaini

Oitoya pevosuHa

Nikapceka dopma

Poamip Ta Tun nakyBaKrHs

UA/4678/01/01 (aie go 31.03.2021)

100 r kpemy micTUTh: TpubeHosuAy 5 r, nigokaiHy riapoxnopuay 2 r
Kpem pexkransHui
no 30 ry TyBi; no 1 TyGi 3 Hacagkow y nayui

OaTta BupoBHUUTBa 05.03.2020
[aTa 3aKkiHueHHs TepmiHy 03.2023
npuaaTHoCTi
Po3Mip cepii (KinbKicTk ynakoBok) : 16539
HinsHuLA NiueHsin Ha CepTudikar
BUPODHMLITBO BignosigHocTi GMP
BupobHuk: Pekopaari IHgacTpia Ximika e ®apmacesTika
C.nA, aM-78/2019 IT/105/H/2019
Bia MarTteo Yiritani 1, 20148, Minan, ITanis
YnakoBka: Pekopaari IHgacTpia Ximika e ®apmacesTika
CnA., aM-78/2019 IT/105/H/2019
Bia MatTeo YisiTani 1, 20148, Minan, lTanis
KoHTpons akocTi: | Pekoppari IHgacTpia Ximika e ®apmacesTika
C.nA., aM-78/2019 IT/105/H/2019
Bia MatTeo Yieitani 1, 20148, Minan, ITanis
Bunyck cepii: Pexopparti InaacTpia Ximika e GapmacesTika
C.nA., aM-78/2019 IT/105/H/2019
Bia MarTeo Yigitani 1, 20148, MinaH, ITania

PesynbTatn aHanisy cepil npeactasnewi 8 Cepmuchikami aHaniay, Wo J0AAETLCH

KomeHTapi:

Lum 51 3aceiduyto, Lo Hasedera sutue iHhopmauia € JocmosipHOK ma mouHow. Ll cepito npodykuii 6yio
BUPODIEHO (BKNOYAIOYU NAKYSAHHA/MAPKYEaHHs) ma MpoeedeHo KoHMPONs If AKoCMI Ha 8ULLE3a3HAYeH](
OinbHuYi y nosHili sidnosidnocmi 3 eumozamu GMP, acmaHOSMeHUMU MICUE8UM pezgynamopHUM opaaHom,
a makoX eidriogidno GO0 creyudbikayit, wo Micmsimscs y peecmpauiiinomy docke. [Tpomokosnu
8UPOBHUUMSa, NaKysanHs ma aHanizie 6yno nepeansaHymo ma ecmanoanero sidnosioHicms GMP.

YnoBHOBaxeHa ocoba
(sinnoeigHo no pozainy 51 Aupekrusu 2001/83/CE)

[1 Ap. Oadinoe PatTi
W [Op. Knayaia ®pironi

/midnuc/ 17.06.2020

Aata ra nignuc LS Ly
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Jloeomun PEKOPAATI Cepmucpikam AHanisy
$apmaueBTUHHWA 3a804 y MinaHi

KonTpons akocti N2: 2002310

Kog: 41387000 Cepis: PESN35 Homep noctavaneHuka: 201915312
Mpoaykuis: MPOKTO-MIBEHON, kpem pektanbHuid, 30 1 MeToa aHaniay 145 PGL noTouse BuA.
Ananis: 31.03.2020 Tepmin npuaaTtHocTi: 03.2023 Dara supobHuurea: 05.03.2020
MokaszHuk Bumoru cnevudikauii OnuvHuui PesynbTaTt
Onuc CoOMOreHHUA Kpem Bianoeinae
Konip Binu Bianoeigae
3anax Cnabkuia, xapakTepHui Bianosipac
PoaTikaeMmicTb <45 Mm MM 35
AHomanbHi yacTku (200 mrm) <2 4acTku 0
AHoManeHi yacTku (100 mkm) <10 Y4acTokK 0
Ph (BoaHa cycneHsia 1:3) 3,5-4,5 3,8
BoaHa audhysia <20 Mm MM 16
Onuc npoayKTy MK CKISHUMW NNACTUHKAMW HeaHadHi BKNOYEHHA NOBITPA Bignosinae
lneHTndikadis: TpuberHosung (TLIX) Mo3uturHUR MNo3auTusHwKiA
lneHTUdikauis: nigokaidy rigpoxnopua (TLLUX) [Mo3nTUBHUA No3uTUBHWA
laeHTUdikauis: TpubeHozua (BEPX) [Mo3uTUBHKIA Mo3uTUBHNIA
laeHTudikauis: ninokaivy rigpoxnopua (BEPX) MoauTueHKA Mo3uTUBHWIA
laeHTUdikaLia: MeTunnapariagpokcubeHzoar Mo3uTrBHWA [Mo3uTuBHMIA
laeHTudikais: nponinnapariapokcudbersoar [MoanTuBHKMA Mo3uTUBHWG
BeHsanbgeria =072 % 0.0
BeHsunoBuiA coupT <02 % 0,0
3, 5, 6-1pu O-Benaun-D-rnokodypaHosng £0,2 % 0,0
2, 6-4UMEeTUNAHINIH <0,2 % 0,0

Binomi npoayktu gerpagauii nigokainy

- R _ <0,2 % 0,0
riapoxnopuay: nik Ha Yac YTPUMYBaHHA=1,3 XB

Bynb-akuii HeBILOMUWIA NPOAYKT Aerpagaui o

(TpubeHo3ug) =82 % 0.1
Ey,qufw Hesifomuvin NpoAykT aerpapaui <02 % 0.0
(nipokainy rigpoxnopua)

Bei npoaykTu gerpagadii (TpubeHosna) =20 % 0,2
Bci npoaykTy gerpagauii (nigokaidy &

rigpoxnopua) =05 g 0.0
KinbxicHe BU3HaveHHA Tputexosnay 895,0-1050 % Yo 97,3
KinbKicHe BU3Ha4YeHHs nigokaiHy riapoxnopuay $5,0-105,0 % % 100,5
KinkkicHe BUSHAYEHHH 90.0-110,0 % % 99.8
meTunnaparigpokcubeHsoaty

KinkkicHe BU3HaveHHs 90.0-110.0 % o, 4.4

npeninnaparigpokcubernsoaTy
3aranbHa KinbKicTs aepobHUX MikpoopraHiaMie =1000 KYOir <10
3aranbHa KinbKicTb APPKAKOBUX Ta NNICHEBUX

rpubis/kinskicTe dopm =100 KyO/r <10
MpwmiTKIA:
MEHEQXEP 3 KOHTPOIIO YNOBHOBAXEHA OCOBA

AKOCTI
Cepia O Ap. Aawino PatTi

3ATBEPKEHA M /p. Knayaia ®pironi

ansa auetpubyuii

A-p Aadient ®paioni

/micnuc/ /midnuct

Oara: 31.03.2020 DNara: 17.06.2020

YKPATHA" §
AnTeuHuR crnap Na_s‘.};__‘




TIEPYIIKCIYKBA YKPATHHU
AEPIKABHA CAYIKBA 3 TIKAPCHKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCLKII OBJACTI

npocnexr Banepis JloSanosebkoro, 51, m. Kuis, 03110, Ten/dare: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €APITOY 37078774

BUCHOBOK
MPo SIKICTL BBE3EHOro B YKpaiHy JikapcsKoro 3acody

09.07.2020 Ne 31378/20/10

NPOKTO-I'IIBEHOJI

(afivenynasns JKapeLroro 3acofy 3riAHo 3 peecTpalifim nocsittcHHIm)
Kpem perTasbaiii 10 30 r kpemy y 1y6i; mo 1 Ty6i y KOMILICKTI 3 HACAAKOI0 ¥ KapTOHHIlT
Ay

((hopma puryciy, NO3YBaHHH, BHA HAKYBAHAR JIHKAPCHKOTO 30000y )

Homep peectpauiituoro nocsinuenns UA/4678/01/01 erpox nii peectpauiinoro nocsiauenns 31.03.2021

Cepis mikapcskoro sacoby No PEIIN36 KinbkicTs BBeseHoro nikapeskoro sacody 16120

BupoGunk Pexopuari Inpacrpia Ximika ¢ ®apmacesrika C.oA., [tamis
(naitvenysanis BHpobHHKE NIKAPCLKOTO 3ac00y, KPaiHa 10X0KEHHs)

Breseno B Vipainy Topapucrso 3 odmekenolo Bignosigaasuicrio "PEKOPIATI

YKPAIHA", inenr. con: 38688480

(saiissenypanns ta koa 3a CAPTIOY wpuasanoi ocobn abo npissiuie. iv's, ro Sarskoni (iznuiol

0coBH - nEANPHEMLIA, T MICUC NPOIIBANHA TA PCECTPALTHHHE HOMEP 00AiKOBOT KapTKI NHATHHIA
nogarkin ado cepis Ta HoMep nacnopra)

fiporokon sisyansnoro kourpomo sin 02.07.2020 N 2012/6.

3a  pe3yhbTaTami AePAKaBHOro  KOHTPONI  BCTAHOBNSHO, WO #ikapehkuil  zacid  sseseso B Yxpainy 3

AOTPHMAHHSIM BHMOT 3aK0HOARBCTRA MO0 3a0e3rneucHHs AKOCTI IKapChKUX 3ac00iB.

“~"  Onexciit COJIOIPAL

(nisnme) (intivdanu ra npissrie)




Jloecomun PEKOPLATI
dapmaueBTUYHUGA 3aBoa B MinaHi
Koxtpone akocti Ne: 2002305

—

A

NEPEKNAL

CEPTUDIKAT CEPI|

Mpoaykuis:

Kopg

Homep cepii

KpaiHa imnopty:
PeecTpadiitHe nocsigyeHHs B
YkpaiHi

Hitoua pevosuHa

Nikapceka dhopma

Posmip Ta TMN nakyeaHHA

NMPOKTO-TMIBEHON, kpemM pekTansHuil, no 30 r

41387000
PE9N36
YKPATHA

UA/4678/01/01 (nie o 31.03.2021)

100 1 kpemy MicTUTL: TpuBeHoauay 5 r, nigokaiHy rinpoxnopugy 2 r

Kpem pekTansHWA

no 30 r y Ty6i; no 1 Ty6i 3 HacagKow y nauuj

[ata BupobHuLTBa 05.03.2020
[ata 3akiHueHHsa TepmiHy 03.2023
npuaaTHocTi
Po3Mip cepii (kinbKicTb ynakosok) 16120
OineHuus NMiueHsia Ha CepTtudikat
BUPOBHULITBO BignosiagHocTi GMP
BupobHuk: PekopaaTi InaacTpia Ximika e dapmacerTika
CnA., aM-78/2019 IT/105/H/2019
Bia MatTeo Yigitani 1, 20148, MinaH, ITanis
Ynakoeka: Pekoppaarti IngacTpia Ximika e dapmacesTika
CnA, aM-78/2019 IT/105/H/2019
Bia MaTTeo Yiritani 1, 20148, Minan, |tanis
KoHTpons akocTi: PekopaaTi IHgacTpia Ximika e ®apmacesTika
C.nA. aM-78/2019 IT/105/H/2019
Bia MatTeo Yigitani 1, 20148, Minax, ITanis
Bunyck cepit: Pekopgaarti IHaacTpia Ximika e ®apmacesTika
C.nA., aM-78/2019 IT/105/H/2019
Bia MatTeo Yisitani 1, 20148, Minan, ITanis

Pesynetatn aHanisy cepii npeactarneHi 8 Cepmudhikami aHanizy, o AORAETHCA

KomeHTapi:

Lum 51 3aceiduyro, wjo Hasedeta sule iHghopmauis € GoCmosipHOK0 ma moYHow. Lo cepiro npodykuii 6yno
8UPOOIIEHO (BKITIOYEKOYL NaKy8aHHS/MAPKY8aHHs) ma npoeedeHo KOHMPOL i SKocmi Ha guule3a3HayveHil
OinbHUWi y nosHil sidnosidHocmi 3 suMozamu GMP, ecmaHosneHuMU MicUesum pezynamopHUM 0pzaHoMm,
a [maKkox eionosiono 0o creyudikayid, wo Micmamecs y peecmpauiiiHomy docke. [lpomokosu
8UPOBHUUMEa, NaKyeaHHs ma aHarnizie 6yro nepeanaHymo ma 8cmaHosseHo sidnosionicms GMP.

A

LA il 397

YnorHoBaxeHa ocoba
(sinnosigHo Ao pos3ainy 51 Oupektusu 2001/83/CE)

[1 Ap. Oaxino PatTi
W [p. Knaygia ®pironi

/nidnuc/ 02.04.2020

Oarta Ta nignuc
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Tloecomun PEKOPLATI
dapmMaueBTUYHWIA 3aBog Y MinaHi

Cepmucdpikam AHanizy

KoHTponb gkocTi No: 2002345

Koa: 41387000

Mpoaykuis: MPOKTO-FMIBEHON, kpem pektanbHui, 30 r

Cepis: PEIN36

Homep noctavanebHuka: 201915313

MeToga ananisy 145 PGL noTouxe Buj.

AHaniz: 31.03.2020

Tepmin npugatHocTi: 03.2023

[ata supobHuytea: 05.03.2020

MokasHuk Bumoru cneundpikauii OpuHuMui PesynbTart
Onwnc ["OMOreRHWA Kpem Binnosinae
Konip Binuia Binnoeginae
3anax Cnabkuid, xapakTepHui Binnoeigae
PoaTtikaemicTs <45 MM MM 30
AHoManeHi YyacTku (200 mMkm) 5 2 4YacTKu 0
AHoMansHi YacTku (100 mkm) <10 4acToK 0
Ph (BoaHa cycneHsia 1:3) 3,5-45 3,8
BoaHa andyaia <20 Mm MM 14
OnUc NPOAYKTY MK CKNAHUMUN NNACTUHKEMM HeaHauHi BKMMEeHHA NoBiTpA Bianosinae
laeHTudikalisa: Tpuberozna (TLLX) MoanTUBHWUIA Mo3nTUBHWIA
lneHTudikauia: nigokaivy rigpoxnopua (TLUX) MNoantusHUi Mo3nTUBHUIMA
laeHTudikauis: TpubeHozuna (BEPX) MNo3antueHwUiA MoznTUBHUIA
laenTudbikauia: ninokainy rigpoxnopug (BEPX) Mo3nTUBHUIA Mo3nTUBHWIA
lneHTudbikauia: MmeTunnapariapokcubersoat [NoanTnsrui MoanTusHMi
lneHTUdikaLia: nponinnaparigpokcnbersoat [MoauTnerui [Mo3nTUBHMIA
BeHsanbaerig 0,2 % 0,0
BeHaunoswid cnupT <0,2 % 0,0
3, 5, 6-1pu O-BeHaun-D-rnokodypaHozug =0,2 % 0.1
2, 6-nuMmeTUNaHIniH <0,2 % 0,0
s A o e s02 % 0.0
Byab-akui HEBIAOMWIA NPOAYKT Aerpaaauii <03 % 0.1
(TpubeHozua)
A e e
Bci npoayktu gerpagauii (Tpubexoana) <20 % (085
S:ngﬁggl;;ﬂ)nerpanaui'f (nipoxainy <05 % 0.0
KinsKicHe BU3HAYeHHA TpUbeHo3May 95,0-105,0 % % 97,5
KinbkicHe BU3Ha4YeKHa Nifokainy rigpoxnopuay 95,0-105,0 % % 100,1
KinekicHe BUIHAYEHHS 90,0-110.0 % o, 99,3
mMeTunnaparigpokcubeHsoaty
Klan_n:He BUIHAYEHHS 90.0-110.0 % % 96,2
nponinnaparigpokcmbeH3oaTy
3aranbHa KinbKicTs aepoBHUX MikpoOpraHiaMie <1000 KYO/r <10
Saranhﬂa KiJ_mxiCTb APPKANKOBUX Ta NIICHEBUX <100 KYO/r <10
rpubis/kinbkicTe dopm
MpumiTku:
MEHEQXEP 3 KOHTPOIO YMNOBHOBAXEHA OCOBA
AKOCTI
' e b O ap. Oaino Parri
[-p AaHiens ®paioni 3ATBEPIKEHA B Jp. Knayaia ®pironi

/midnuc/

[Hara: 31.03.2020

Ans auctpubyuir

/mignuc!

Hata: 02.04.2020
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TIEPHUIIKCITYKBA YKPAIHHU
JEPJKABHA CJIVIKBA 3 JIIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBHKIU OBJIACTI

npocnext Banepis Jlo6anoscukoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JAPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3eHOro B YKpainy JikapebKoro 3acoly

06.08.2020 Ne 37941/20/10

NPOKTO-I'JIIBEHOJ1

(nalimellyBants Jikapcskoro 3acofy srinHo 3 PECCTpauIiiiHM TTOCBIAHEHHAM)
Kpem pexTaibiuii no 30 r xpemy y Ty6i; 1o 1 Tydi 'y KOMILJICKTI 3 HACAKOI0 Y KAPTOHHI
nauui

({(popMa BHTYCKY, AO3YBAHKS, BUJL IAKYBAHHS NIKAPCHKOTO 3a¢00Y)
Homep pecetpauifinoro noceinaenns UA/4678/01/01 erpok aiil peectpauiittoro rocinuea 31.03.2021
Cepis nixapcikoro sacofy Ne PEIN37 KinbkicTh BBE3eHOIO JliKapebkoro 3acoby 15861

BupoGHuxk Pexoprati Injactpia Ximika ¢ Papmacestika C.i.A., Tranis
(nafiMenynaHid BHPOGHHKA NIKapCHKOTO 3aco0y, kpaiHa NOXOAKCHNA)

Beeseno B Yipainy Toeapuerso 3 odmexenoro sinnosizansuicrio "PEKOPAATI
YKPAIHA", irent. xon: 38688480
(uafiserysanns Ta koA 3a CJPTIOY opuanyHoi ocodu abo npissUILE, in'a, no Garskosi (izurniol
ocobu - niarpaemus, T MICLE IPOXHBAHNS TA pecerpauifinuii HoMep 0BIIKOBOT KAPTRH INIATHMKA
[oAatkie afio cepis Ta HOMEP MACropTa)

Mporokoa sisyasnsuoro xonrpomo sin 31.07.2020 Ne 2425/1.

3a  pesynbTaTaMM  JIEPKABHOTO  KOHTPOMIO  BCTAHOBNIEHO, LU0 nikapewkuii  3acid  BpeseHo B YKpaidy 3

JOTPUMAHHSM BHMOT 3aK0HOMABCTBA LOA0 3a0e3neyeHHs mf(_)cri AikapchKux 3acobis.

g.
SR L

3acTynHKK Hauanbanka CiykGu WY

Onexciit COJIOJIPAN

H 2 - L b g 5 - ,.“f P .
(nocagosd-ocofa opratly AepKaBHOTO KOHTPOMIO) (rifiunmc) (iniuiany Ta NPiIBHILC)




Jloecomun PEKOPLATI

dapmaueBTUYHUI 3aBoa B MinaHi
KoHTpons akocTi N2: 2002358

i

NMEPEKNAQ

CEPTU®IKAT CEPII

[Mpoaykuis:

Kon

Homep cepii

KpaiHa imnopTy:
PeecTpadiiiie nocBiAvYeHHA B
YKpaiHi

[itoya peyoBuHa

Tikapcbka dopma

Po3Mmip Ta TN nakysaHHA

MPOKTO-MMIBEHOIN, kpem pektansHui, no 30 r
41387000

PESN37

YKPAIHA

UA/4678/01/01 (gie o 31.03.2021)

100 r kpeMy MicTuTb: TprBeHo3auay 5 r, NnigokaiHy rigpoxnopuay 2 r
Kpem pexTansHuK
no 30 r y Ty6i; no 1 Ty6i 3 Hacaako y nayui

[ata BupobHuuTBa 06.03.2020
[ata 3aKkiHYeHHA Tepminy 03.2023
npuaaTHocTi
Po3mip cepii (KiNbKicTe yNakoBoK) 15899
OineHuus NiueHzia Ha CepTtudikar
BUPOBHULTBO BignosigHocTi GMP
BupobHuk: PekopaaTi InaacTpia Ximika e PapmacesTika
CnA., aM-78/2019 IT/105/H/2019
Bia MatTeo Yisitani 1, 20148, MinaH, Itania
YnakoBka: PexkopaaTi IHaactpia Ximika e ®dapmacesTika
C.nA. aM-78/2019 IT/105/H/2019
Bia MatTeo Yisitani 1, 20148, Minan, ITanis
KoHTponb skocTi: PekopaaTi IHaacTpia Ximika e dapmacesTika
CnA., aM-78/2019 IT/105/H/2019
Bia MaTtTeo YisiTani 1, 20148, MinaH, ITania
Bunyck cepii: PekopaaTi IHaacTpia Ximika e ®apmacesTika
CnA., aM-78/2019 IT/105/H/2019
Bia Matteo Yisitani 1, 20148, MinaH, Itania

PeayneTaTu aHanisy cepii npefcrasneni 8 Cepmucghikami aHasiay, U0 4OAAETLCA

KomeHTapi:

Lum 5 3aceiOyyr, wo rasedera eulie iHghopmauia e 00cmosipHoW ma moyHow. Lo cepito npodykuii 6yno
6UPOBNICHO (BKITHOYAKOYL NaKy8aHHA/MAapKysaHHs) ma npoeedeHo KOHMPOIs i AKOCMI Ha sule3azHadyeHill
OinbHUYi y nosHill sidnosidHocmi 3 sumozamu GMP, ecmaHosneHUMU MICUESUM PEayNAamopHUM 0p2atom,
a makox eidnosidHo do cneuudpikauild, wWo micmamscs y peecmpauiliHomy JQocke. [pomokonu
8UpOBHUUMEA, NaKysaHHa ma aHarnizie Gy/o nepeafsHymo ma ecmaHoseieHo eidnosioticms GMP.

bp 25y
o508 u

YnosHOBaxeHa ocobGa
(sinnoeigHo no pozainy 51 AQupekTtusu 2001/83/CE)

[0 Ap. Daxino PaTTi
W Ap. Knaypia ®pironi

/nidnuc/ 02.04.2020
Hata ta nignwuc




Jloeomun PEKOPLATI
dapmaueBTMYHUIA 3aBo4 y MinaHi

Cepmucpbikam AHanisy

KoHTponb sikocTi Ne: 2002358

Koa: 41387000

Mpoaykuia: MPOKTO-MMIBEHOIN, kpeM pekTtanbHui, 30 r

Cepisi: PEON37

Homep noctavanbHuka: 201915314

MeTop aHanizy 145 PGL notouHe sua.

AHaniz: 01.04.2020

Tepmin npugaTHocTi: 03.2023

Oata supobHuyrea: 06.03.2020

Moka3HUk Bumorn cneuudbikauii OauHuui PesynbTaTr
Onuc rOMOreHHWIA Kpem Binnosinae
Konip Binui Bignoeinae
3anax Cnabkuit, xapakTepHuii Bianosinae
PoaTikaemicTe =45 Mm MM 34
AHOManbHI yacTku (200 MKM) <2 UACTKK 0
AHoMansHi YacTku (100 MKkmM) <10 4acTok 0
Ph (BogHa cycneHsis 1:3) 35-45 3.8
BogHa audysis <20 mMm MM 16
Onuc NpoayKTY MK CKNAHAMU NNACTUHKaMMK HesHnauvHi BKNoYeHHA NOBITPA Bignoeinae
laeHTUdikauia: Tpuderoana (TLUX) [o3uTUBHUA Mo3nTUBHMIA
laeHTudikauis: nigokainy rigpoxnopua (TWX) Mo3uTusHUiA Mo3nTusHwWiA
laenTndikadia: TpubeHoana (BEPX) MNo3uTUBHUI Mo3nuTuBHMIA
lneHTudikauis: nigokainy rigpoxnopua (BEPX) MoauTneHUiIA MoanTusHMi
laeHTudikauia: meTunnapariapokcubeHszoar [NoanTueHUi Mo3nuTuBHKUIA
lneHTudikauis: nponinnaparigpokcubeHsoar MNoautusHuiA MoanTusHMiA
BeHsanbperin <0,2 % 0,0
BeHaunosuit cnupT 0,2 % 0,0
3, 5, 6-1pu O-BeH3un-D-rniokodrypaHoaug =02 % 0,0
2, B-aUMeTUNaHIniH £0,2 % 0,0
Bigomi npoaykTu Aerpapauii nigokainy g
riapoxnopuay: nik Ha 4ac yTpuMyeaHHs=13 xa <02 % %8
ﬁéﬁ%;l:g:mle)smnmwu NpoaykT Aerpaaauii <03 % 0.1
Sl e
Bci npoayktu gerpagadii (TpubeHosuna) =20 % 0,2
Sﬁ;gﬁﬁﬂgtﬁ) aerpagauii (nigokainy <05 % 0.0
KinbkicHe Bu3aHaveHHA TpubeHoaugy 95,0-105,0 % % 98,3
KinskicHe BU3Ha4YeHHs Nigokaidy rigpoxnopuay 95,0-105,0 % % 99,9
KinskicHe BU3HAUEHHA 90.0-110.0 % o 996
MeTunnaparigpokcubeHsoarty
Klan_mHe BU3HAYEHHA 90,0-110,0 % % 97.9
nponinnaparigpokcubeHsoaTy
3aranbHa KinbKicTb aepoBHUX MikpoopraHiamis <1000 KYOI/r <10
?;Jgﬁ;i:;?;ﬂi&gﬂmmEW Ta NNicCHeBUX <100 KYO/r <10
MpuMiTkK:
MEHEDKEP 3 KOHTPOMIO YNOBHOBAXEHA OCOBA
AKOCTI
. - Cepis L b gangRgm
A-p AaHiens ®paioni 3ATBEPIDKEHA B [p. Knayaia ®pironi

/midnuc/

Aata: 01.04.2020

ana aucTpubyuii

/midnuct
Hata: 02.04.2020




e

TIEPHUIIKCITYKBA YKPAIHHU
JEPJKABHA CJIVIKBA 3 JIIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBHKIU OBJIACTI

npocnext Banepis Jlo6anoscukoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JAPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3eHOro B YKpainy JikapebKoro 3acoly

06.08.2020 Ne 37941/20/10

NPOKTO-I'JIIBEHOJ1

(nalimellyBants Jikapcskoro 3acofy srinHo 3 PECCTpauIiiiHM TTOCBIAHEHHAM)
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BupoGHuxk Pexoprati Injactpia Ximika ¢ Papmacestika C.i.A., Tranis
(nafiMenynaHid BHPOGHHKA NIKapCHKOTO 3aco0y, kpaiHa NOXOAKCHNA)

Beeseno B Yipainy Toeapuerso 3 odmexenoro sinnosizansuicrio "PEKOPAATI
YKPAIHA", irent. xon: 38688480
(uafiserysanns Ta koA 3a CJPTIOY opuanyHoi ocodu abo npissUILE, in'a, no Garskosi (izurniol
ocobu - niarpaemus, T MICLE IPOXHBAHNS TA pecerpauifinuii HoMep 0BIIKOBOT KAPTRH INIATHMKA
[oAatkie afio cepis Ta HOMEP MACropTa)
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