HEPXUIIKCITYXXBA
AEPXKABHA CJIYXBA 3 .JIIKAPCBKI/!X 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KUIBCBKIH OBJIACTI

npocnekT Banepia Jlo6anoechkoro, 51, M. Kuis, 03110, TeN/akce: (044) 363-06-50
E-mail; dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Konx €JIPIIOYV 37078774

BHCHOBOK
Npo SIKiCTL BBe3eHOro B Ykpainy JiKapebKoro 3acoby

05.11.2020 Ne 52439/20/10

'PHITITIOCTAI® PHHO 0,1 %0, HABAJIBHI KPAILTI
(HalMeHyBaHHSA NlikapceKOro 3aco0y 3rinuo 3 peecTpauiinum TIOCBifYEHHAM)
Kpamii Ha3aabHi, posuna 0,1 % no 10 mu Y $aakoni; no 1 ¢$1axoHy B KapTounii Kopooui
(dopma BumyCcKky, 103yBaHHs, BU NaKkyBaHHA JiKapChkoro 3acoby)

Homep peecrpauiitroro nocsizaenns UA/3090/02/01 CTPOK Aii peecTpauiitnoro nocimgenna 13.01.2021

Cepis nikapcrxoro 3aco6y Ne 11GHSA Kinskicts BBe3eHOTO Mikapckkoro 3acoGy 68178
BHpoGHuk CTAJIA Apunaiimitrens AT, HiMequnna
(HaliMeHyBaHHA BHPOGHMKA NiKapCLKOro 3206y, KpaiHa NoxoakeHHs)
BreseHo B Vipainy HMovipHe niznpuemcrso "CTAJA-YKPAIHA" Komnanit "BEITXA
Beraitnirynrereseasmagr prop ®apmasepre M6X", inenr. kox:
32110540

(HaliMeHyBanH1 Ta xox 3a €JIPTIOY IOpUAHYHOT 0CO6M aGo NpisBHINE, iM', MO GATEKOB] ¢iznurol
0co6u - nianpuemus, i Micue TIPOXKHBAHHS Ta peecTpauiitnuit Homep o6nikoro] KapTKH NIaTHUKa
nonarkis abo cepis ta HOMep nacnopra)

[poTokon sisyankHoro xourpoo six 05.11.2020 Ne 3339/2.

3a pesyneraTamu nepikaBHOrO KOHTPOMIIO  BCTAHORNEHO, WO Jikapchkui 3aci6 BBezeno B Vkpainy 3
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KonTponb Kavecrsa

CepTndHkat KayecTsa

TPUTITMTOCTAA® PUHO 0.1% ua3ajibHble Kanau, no 10 M pacrsop Bo quiakoHe

O6BEM coaepkKUMOro
YMaKOBKH

o0bEMma)

Mpoaykr 09400694 Cepus: 11GH8 Cepns Ne: 11GH8A

JaTa 06/2020 Cpoxk 06/2025

NPOH3BOACTBA FOJAHOCTI:

Bapuant KoHTpob: VxpanHa

Tect Meton Cneundurauns PesyabTar

OnucaHne OpraHonenTuieckn PacTBop noutH 6e3 3anaxa He colepxallmii | COOTRETCTBNCT '
BHIHMbIX MOCTOPOHHHX HacTHU

Ipo3pauHocTb Esp. ®apm* 2.2.1 He §ojee OnaNeCUHPYIOLWNIT. HeM HCIbIT. COOTRCTCTRACT 7
pacTsop | o

LigeTHOCTD Esp. dapm* 2.2.2 He 00,1€e HHTEHCHBHO OKPALUCHHBIITL teM COOTRCTCTRYCT
BY6

pH Esp.®apm*. 2.2.3 5,5-6.1 5.9

OcMonApHOCTD Esp.dapm*. 2.2.35 270-290 mocmoneii/kr 275 MocMOei K

Buytpennss metoauka | > 100,0 % (OTHOCHTENBHO HOMHHATLHOIO 103.9 %

HMneHntHdukauus PV 306 A 701 JOJIAKHO COOTBETCTBOBATH COOTBETCTBNET
Kcunomerazonnx
THAPOXAOPHA |
Maextudurauns PV 306 A 701 JOJKHO COOTBETCTBOBATH COOTBETCTRYCT |
BensankoHuii xaopua
KonuuyecTBeHHOE PV 306 A 701 0,95 - 1.05 mr/mn 1.00 mrmn
onpeaeneHue (95% - 105%)
- KCHJIOMETA30/1HH
THAPOXJOPUA
- OeH3aNKOHHI XI0pHa 0,18 - 0,22 mr/mn LO.20 i
(90% - 110%) i )
Mphmecn: PV 306 A 301 I
- N-(-2-aMHuHO3TII) — <3,0% 02y,
4 — tpetOyTHA — 2,6 - ‘
KCHITHJIALE TaM KA
- OTAeNbHbIE <0,5% < 0.1 %
HEH3BECTHbIE NPUMECH
- BCEro <3% %%

Miukpobionoriyeckas
HHCTOTA

Epp.dapm*.
2.6.12/2.6.13

Epp.®apm*. 5.1.4

COOTBETCTRN T

* - neiicTByOLLEE H3AaHUE

Boinyweno: 5. Kox

Cepusi 11poTeCcTHPOBAHA B COOTBETCBII C TpeboBaunaMu GMP 11 cooTBCTCTBYET clieuupuraninm

Hara/ Moanuce: 08/07/2020

Kosieu cepruduirara

&
‘? o

(noaung ’);(J‘\
Slemun K
ot




CepTidukar na cepuio
(noaTBep#AeHHe npHaokeHns EMA pykosoactsa no GMP)

[MponykT: PHUITTOCTAJI® PuHo 0.1 % HaszanbHble Kaniu
Crtpana-umnopTep: VYxpanna

Per.ceuper. No/ cripaBoyHbIH AOKYMEHT: UA/3090/02/01

Cwna / [leficTeue: KcunomeTaszonuH ruapoxaopua 1 Mr/ma
JlekapcTBeHHas (opma: HazanbHble Kamn pacteop 0.1 %o

Pazmep 1 THN yNaKoBKH: 10 M1 8o (iakoHe, o | dakoHy B KAPTOHHOI KOPOOKC
Ne cepin (KOHEUHOrO Mpo.): 1TGHSA

Cepus (KOHEUHOTO NMPOA.): 1TGH8A

Jlata npou3BoaCTBa (YHCI0/MECAL/TOA): 12.06.2020

CpoK rogHocTH: 06/2025

No cepun CTAJIA (6ank): 11GH8

Ne cepun npoussoautens (6ank): -—--

Pazmep cepunt (6ank): 750 xr

VYuyacTok no npou3BoACTBY Oanka: CTAIA Apunatimurrens Al Cranawrpacce 2-18.

61118 baa ®uanbens, l'epmanns
ML-no.: DE_HE 01 _MIA 2019 0062

Y4acTok no ynakoBKe: CTALA Apunajimurrens AT, CtapawTtpacce 2-18,
61118 ban ®unsdeas, [epmanus
ML-no.: DE_ HE 01 _MIA _2019_0062

Y4acTOK NO KOHTPOJIIO KauecTsa: CTAJIA Apunaiimutrens Al Ctapawtpacce 2-18,
61118 ban ®unvbens, [epmanus
ML-no.: DE HE 01 _MIA_2019_0062

Y4acTok o BbITYCKY CEPHId: CTAJA Apunaiimutrens AN, CrazawTpacce 2-18.

61118 baa ®uandens, N'epmanis
ML-no.: DE_HE 01_MIA_2019_ 0062

Homep cebuikn EudraGMP: He MPENCTABNIEH

Homep Texywero ceprudukara HIMIT (GMP): DE_HE 01 _GMP_2019 0168
Pe3ynbTaThl aHaNH30B: CM. cepTH}HKAT KauecTsa
KonnuecTBo BbIMYLUEHHOMH MPOLYKLHH: 68 178 ynakoeok

| ~ o~ o

v TpoussoanTenn(n) akTHBHLIX KOMIOHEHTOB ABJAETCA 4HacTbio AeHCTBYIOWEN KBATUGIKAUHOHHON NPOrparsibi
nponssonuTesieil aktueHbIXx KomnoHeHToB CTAJIA ApuHaliMmutrens Al'. DTO MOATBEPAAAET, YTO ITOT HPOHZBOIITENb(11)
COOTBETCTBYET aKTyanbHbIM pykoBoacTeam v TpeGosaniam HITIT (GMP) ans npon3BoACTBa aKTHBHLIN KOMIOHCHTOR.

HacTosuMm A NMOATBEprKAald, YTO BbllUEYKa3aHHaa WMHGOpPMauUMA ABJIAETCA NOMNMIHON 1 TouHoll.  dawnas napis.
BLILLEYNOMAHYTOrO NPOAYKTa, Oblla M3rOTOBJEHA, BKJIIOUAA YNAKOBKY (€CAH ITO MPHMCHHMO) H KOHTPOJb KauccTBi Hit
BbILLEYNOMAHYTbIX Y4acTKax B NOJHOM cooTtercTBUH ¢ TpebosaHUAMH HIIIT (GMP) MeCTHBIX PEryasTOPHLIX OPraHos i K
COOTBETCTBHH cNeuMPUKaUUMH PErHCTPALMOHHOTO CBMAETENLCTBA MW CrpaBovHOM dokyMeHTaumin. [lpoissoicrio.
VINAKOBKA H KOHTPOJ/b CEPHU GblM pacCMOTPEHbI U NPH3HAHBI B COOTBETCTBUM ¢ TpeGosannamu HIM (GMP).

V' BeINyck Ha pbIHOK Bbinyck ans noctaBki

OTKJAOHCHHA B OTHOLWIEHHHN KavecTsa H BbIITYCRA INPOoAyKTa:

VOTKIOHEH I He npoKn30WI0 Ja, mo6as AoNoaHHTeNbHAs HHPOPMALLIA. NPIIAracTes

KomMeHTapuu/3aMeuaHus:

Hara: 10.07.2020
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JEPYCUIIKCITY)KBA
JEPXABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKI OBJACTI

npocnext Banepis JloGaroscskoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
npo siKicTh BBe3eHOro B YKpainy Jikapcbioro 3acoby

24.12.2020 Ne 69643/20/10

I'PHIIIOCTAZI® PHHO 0,1%, HA3SAJIBHI KPAILII
(HalMeHyBaHHA NiKapesKOro 3aco0y 3rilHO 3 peecTpaifHIM NOCBLIMEHHIM)
Kpamui Hasaaeni, posunn 0,1 % mo 10 mu y ¢aaxoni; no 1 gaaxony B Kapronuiii Kopobui

(hopma BurTyCKY, 103yBAHHS, BUI NAKYBAHHS NIKAPCHKOrO 38C00Y)

Homep peecrpauiitroro nocsiguenns UA/3090/02/01 crpox nif peecrpaui#isoro nocsinuenss 13.01.2021

Cepin nixapcskoro sacoby Ne 11GHDA Kinskicts BBe3eHOr0 Nikapcskoro 3aco6y 68408
BupoGanx CTAJIA Apunatimitrens AT, Himeuunna
(HalimeryBanus BUpoGHUKa TIKAPCHKOTO 3ac00y, kpalHa NOXOMKeHHs)
Baeseno 8 Vipainy Howipae niznpaemerso "CTAJIA-YKPATHA" Komunanil "BEIIXA
Beraitnirynarcresensmadr diop Mapmasepre M6X", inenr. ion:
32110540

(HalMeHyBanKT T4 Kol 34 Gmﬂy opuanynol ocobu abo npissume, iv's, to Gatskosi dizkunol
0colu ~ nianpuesis, il Micue npoRUBANIN TA peecTpauiinuil HoMep 06AIKOBOT KapTIN HAATHUKE
nonarkis abo cepig Ta HoMep nacriopra)

Tiporoxon isyansaoro xonrpomio sixg 16.12.2020 M 4456/1.

3a pesyneraraMd  €pWABHONO KOHTPOMIO BCTAHOBNEHO, 1O nixapesknit 3aci6 seeseno B Vipainy 3
AOTPHMAHHSM BAMOr 3aK0HONABCTBA OO 3aGe3reue N AKbCTI NiKApChKAX 3aC06iB.
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Konrpoab KaMeCTBa

Cepradirkar Ka4ecTsa

FPUINTIOCTAL® PUHO 0.1% Ha3aasHbie Kaniu, 1o 10 ma pactsop 80 aaxone

fiponywr 09400694 Cepun: LIGHD Cepus No: 11GHDA
Aava 06/2020 Cpoxk 06/2025
| NpONIBOACTER FORHOCTH!

Bapuuur Kourpoae: Ykpanna

Teer Mevron Crenndmrauns Pesyasrar

Onucauue OpranonenTHNecky Pacteop noury Ge33anaxa He cofepkanini | COOTHETCTBYET
BIAHMBIX ROCTOPOHHHX YaCTHLL

[Tpospaunocts Esp. Qapm* 2.2.1 e Gonee onanecunpyommi, Yem HenbIT. COOTRETCTBYET
pacreop |

Hsernocrs Esp. Qapu*2.2.2 te Gonee HHTEHCHEHO OKpAtCHHBLH, YeM COOTBETCTBYET
BY6

pH Enp.dapy®*. 2.2.3 5.5-6.1 5.9

OcMOnApHOCTL Esp.®apm*, 2.2.35 270-290 mocmoneli/kr | 275 mocmonedi/kr

O0wém copepumoro | Buyrpeunss seropuxa | = 100,0 % (0THOCHTE/ILHO HOMUHANBHOTO 103.8%

YIEKOBKH 00bEMa)

Haenruduranua PV 306 A 701 JIOJKHO COOTBETCTROBATS COOTHETCTBYET

Keunomerasonuu

CHAPOXJIOPIA )

Haenrnikaigs PV 306 A 701 AOIDKHO COOTBETCTBOBATE COOTBETCTRYET

Bensankonui xnopun

Konnuecraennoe PV 306 A 701 0,95~ 1,05 mr/mn 1.00 mr/mn

onpenenenne (95% - 105%)

= KEUAOMETASOMHUH

FHAPOXAOPHA

= Gesankounii xopua 0,18 - 0,22 mr/mn 0:19-mr/mn
(90% - 110%) )

Ilpumecu: PV 306 A 301

& NA(-2-as HHOITIIT) ~ <3,0 % <02 %

4 —rperByrun 2,6 «

KewaaneTanmmL

-~ OTHRAbHBIE <05 % <0.1 %

HEHIBECTHBIE PHMECH

- Beero 3% <1%

MuxpoGuonornueckas | Esp.®apm*, Esp.®apu*. 5.1.4 COOTBETCTRYET

HHETOTA 26.1212.6.13

* + pelicTaylouiee w3taHNne

Buinywenos i Kox

Ciepus ppererpoRiie s svorsereraL e rpeGonmusism GMP v coorsererayer cneumduxam

Hara/ Toanues: 08/07/2020

Konen cepruduxara

flepeson smnoanen [T «Crana-Yrpawnay

(110K}
Semun Kox
PapmatcsT, Yo,




Cepruduxar Ha cepuio

(HoATeemKIEHIE TIDHICKEHNA EMA pyKOBOICTRE THO GMP)

Flponysy: PPUTINIOCTAHL® Puno 0,1 % HazansHbie Kariy
Crpaug-umnoprep: Vrpausa

Pep.cinner. No/ cnpasod bl JokymeHT: UA/3090/02/01

Cua/ Hefieraue: Keunometasonns ruapoxaopua 1 Mr/va
HNewapersenuas dopma HazankLuLe Kannu pacrsop 0,1 %

Pazmep 1 THI YORKOBKH: 10 Ma Bo pnakone, 1o 1 (nakoHy B KapToHHOH KopoOKe :
Ne-cepuni (KoueUnoro npoak HGHDA

Cepns (KOHEUHOTO NPOL): HGHDA

Hara npoussoncrea (dcho/mecsu/ron); 12.06.2020

Cpok roaHocTH: 06/2025

Nocepun CTAJIA (Banx): HIGHD

Ne cepun nposmsonurens (Bank): e

Pasmep cepuy (Gang): 750 wr

Yuacrox no npoussoacTay banka: CTAJIA Apunaiimutrens AT, Cranawrpacce 2-18,

61118 Bax Punsbens, Depmang
ML-no.. DE_HE 01 _MIA 2019 0062

Y4acTox no-ynakoske: CTAJIA Apwmanvurrens AT, Cragawrpacce 2-18;
61118 Bax ©unnbens, Nepmanna
ML-no.: DE_HE_01_MIA_2019 0062

VHACTOK DO KOHTPOMO KavecTsa: CTAJA Apunaiimurrens Al Crapawrrpacee 2-18,
61118 baa Dunsbens, Nepmanus
ML-no:: DE_HE 01 _MIA_2019 0062

VHacToR 10 BRIYCKY cepuif: CTAIA Apunaitvurrens AL, Cragawtpacce 2-18,
61118 bad Dunsbens, Nepmanun
ML-no.: DE_HE 01_MIA_2019 0062

Homep cobtnikn EndraGMP; HE npeacTasien

Homep rexyuiero ceprudukara HIMT (GMP): DE_HE 01_GMP_2019_0168
Peaynirars: aHanusos: oM. cepruduKaT KavecTsa
Koauuectso suinyeHHOMN MpOMyKIMY 68 408 ynaxosox

v Ilpouseomurens(u) AKTHBHBIX KOMIOHEHTOB SBASETCS HACTHIO JeHCTBYIOWEH KBANM(QUKALMOHHON [POTPaMMbI
npoussoanTencit akrusHbIX Komnonentos CTAJIA Apumaiivurtens Al D10 NOATBEPKAALT, YTO STOT HpoM3BROANTENB(1)
COOTBETCTBYET AKTYAIbHLIM PYKOBOACTBaM 1 TpeGosanuam HITIT (GMP) ans npou3BOACTEA AKTHBHBIX KOMIIOHEHTOB.

Hactommim # NOATBEPIKAAIO, YTO BhILEYKA3aHHAs MHOOPMAUUs ABNAETCA NOLNMHHON H TOYHOMH. Hanuas naprus,
BBILLEYTOMAHYTOrO NPOAYKTA, Gbina HICOTOB/SHA, BKIIOYAA YNAKOBKY (€CHH ITO NPUMEHMMO) U KOHTPO/L KauecTsa Ha
BILIEYTIOMAHYTHIX YHACTKAX B OAHOM cooTsercTauy ¢ TpeGosanuamn HITT (GMP) MecTHBIX PeryaTOpHbIX OPraHos 1 B
COOTBETCTBMI CREUH(UKAUMH PErHCTPALHONHOTO CBHCTEALCTBA WM CHpaBodHoli Aokymentaumi, TlpoussoacTso,
YNAKOBKA M KOHTPO/TE CEpHM GBI PACCMOTPENBI i NPI3HAHBL B COOTBETCTRHM ¢ TpeGosanuamu HIIIT (GMP).

V' Brinyck Ha piHOK Buimyck s nocTasky
OTknoHeHns B OTHOWEHIN KAYSCTEA N BEINYCKE DPOAYKTA: .
VOTRAOHEHMH HE NPOHZOULI0 Ja, moBan nononHKTeNbHas HHPOPMALMA, NPUAAracTes
Kommentapun/sameyanus;

Hara: 10.07.2020 [IOANHCH

I". Cannep
Y IoAHOMOMEHHOE JIHLL

TOXYMENTIS,




KOiI'l'pOﬂb Kauecrsa

CeprudHkrat xaqyecTsa

FPUNNOCTAA® PUHO 0.1% walanbibie kaniu, no 10 ma pacteop Bo dnaxode

BHAWMBIN NOCTOPOHHHX HaCTHLL

Mpoaykr 09400694 Cepans: 93892-3965 Cepusn No: 93892

HaTa 09/2019 Cpox 09/2024

pOH3BOACTBA ' FORHOCTH:

Bapuaaut KoHTtpoas! Ykpawna

Teer MeTon Creundukaursa PesynsTar
Onncauiie OpravonenTHYCCKH PacTsop noutn Ge3 3anaxa He coaepkallHii | COOTBETCTBYET

TpospayHocTs Esp. ®apm* 2.2.1 He Gonee onanecuHpyIOWiMi, YEM HCMBIT. COOTBETCTBYET
pacTaop |

UsetHoeTs Esp. Gapm* 2.2.2 He Goflee MHTEHCHBHO OKpALIEHHEI, uemM COOTBETCTBYET
BY$

pH Esp.®apm*. 2.2.3 5,5-6,1 5.8

OcmonsapHOCTh Esp.®apm*. 2.2.35 270-290 mocmonei/kr 276 mocmoneit/xr

O8bém conepxuMoro
YRAKOBKII

BHYTpeHHss MeToaHKa

> 100,0 % (oTHOCHTENLHO HOMUHANLHOTO
obbéMa)

1053 %

MHCTOTA

2.6.12/2.6.13

HMnentngrikama PV 306 A 701 JIONKHO COOTBETCTBOBATS COOTBETCTRYET

Kennomerasonis

rHAPOXJTOPHLL

MnenTudmkauma PV 306 A 701 JOJKHO COOTBETCTBOBATD COOTBETCTBYET

Bensankoniii xaopng,

Konanuecrsennoe PV 306 A 701 0,95 ~ 1,05 mrima 1.00 Mr/mn

onpejesicHie (95% - 105%)

- KCHJIOMETA30IMH

FHAPOXNOPHA

- Benzankonuii xnopun 0,18 - 0,22 mr/mn 0.20 Mr/ma
(90% - 110%)

[pumech: PV 306 A 301

« No(-2-aMuuorun) ~ <3,0% <0.2 %

4 — tpetbyThn — 2,6 -

KCHAMAEUETAM A

- OTAENbHBIE <0,5% <31 %

HEH3IBECTHLIC NpUMeECH

- BCETO <3% <1 %

MukpoOnosorndeckas | Eap.dapm™, Epp.apm*. 5.1.4 COOTBETCTBYET

¥ ncﬁcmyaouxee H3gaHue

Beinywewo: ', Cannaep

Cepus_npoussensna B coorsercsin ¢ rpebonapnanin GNP, coorsererpyeT eneitGHEaiim 1 ButnyILEH

Jlar/ Tounich sasanbHItKa OTACS KouTpons kasecrsa; 07/10/2019

(ITOAITHCD)
Ferpux Cannep

dapmanesrt. KouTposih kauecTsa

Konen eeprudnmara

fcou uf ass




Ceprudurar Ha cepHio

(onrsepxiacHpe opuigakenns EMA pyxosogersa o GMP)

FponykT:
CrpaHa-uMioprep:

Per.ceiger. No/ cnpasoumslii A0KYMEHT:

Cuna/ Heficrsie:
Jlekapersenuasn Gopma;
Pasmep i1 THR yNakoBKH:

Nu cepuy (koneusoro npop.):
Cephna (KOHCUHOTO Npon.):

Jlara npon3soacTsa (MHCRO/MECAL/TOA):

CpOK rOAHOCTH:

Ne cepunt CTAJA (6ank):

Ne cepunt nponssonrens (Gank):
Pasmep cepun (Gank):

Yuacrok 1o nponsBoncTsy Ganka:

TPUTITIOCTAA® Puno 0,1 % HazansHble RamIH
Ykpauna

UA/3090/02/01

Keunomeraszonus ruapoxnopiia | mr/va
HazanbHele karuik pactsop 0,1 %

{0 mn BO (nakoHe, no | GpnakoHy B kapTOHHOHK KOpolGKe

93892

93892-4242

18.09.2019

09/2024

93892-3965

750 kr

CTAIIA Apunaiimurrens AT, Crapawrpacce 2-18,

61118 ban ®unpbenn, Mepmanns

ML-no.: DE_HE 01_MIA_2015_0064

CTAJIA Apunaitmurrens AT, Cranawrpacee 2-18,
61118 bap Punsbenn, Mepmanua

ML-po.: DE_HE 01_MIA_2015_0064

CTAJA Apunalimurrens AT, CragawTpacce 2-18,
61118 Ban Ouasbens, Mepmanus

ML-no.: DE_HE_01_MIA_2015_0064

CTAIA Apunaimurrens ALY, Cragawrtpacce 2-18,
61118 Ban dunvbens, Mepmanus

ML-no.: DE_HE 01 _MIA_2015_0064

Howmep cepinku EudraGMP: He NpeACcTaBneH

Howmep rexyimero ceprudmkata HIIIT (GMP):  DE_HE_01_GMP_2016_0071

Pezysnrarnl aHanuion: oM. cepTH(hHEKaT KayecTra

KosnuuecTo BIMYWEHHOMH NPOAYKUHH: 47 520 ynakoBok

Yuacrok 0o YNaKOBKE:

VYuactok no KOHTPOJI:C Ka4yeCTRa.

Y4acToK Mo BLINYCKY cepHii;

! " = ~

V' TlpoussoanTens(i) aKTHBHBLIX KOMIOHEHTOB ABIASTCS HaCTLIO JEHCTBYIOWEH! KBANHGHKALMOKHON MPOrPaMMel
npoussonurenedl akTHBHbIX komnoxenTos CTALA Apunafinmurrens Al 370 nonrsepikiaet, TO 3TOT NPOMIBOANTENL(11)
COOTBETCTBYET aKTyalIbHbIM PYKOBOACTBaAM W Tpebosarnam HITIT (GMP) ana npoH3BOACTBA AKTHBHBIX KOMINOHEHTOB,

HacTostiunm s NOATBEPKAAK, MTO BBIWEYKA3ZAHHAR HH(pOpMaLLHﬂ ABNAETCA MOLTHHHOHR U TOHHOIL ﬂaHHaS{ napTHs,
BLILICYIOMAHYTOrO MPOAYKTa, Obla HITOTOB/ISHA, BK/IKIYAA YNAKOBKY (€C/AH 3TO NMPHMEHHMO) H KOHTPONL KavecTsa Ha
BbILUEYTIOMAHYTHIX Y4ACTKaX B ONHOM cooTBeTcTBHH ¢ TpeGosaHHAMH HITIT (GMP) MeCTHLIX pery/ITOpHBIX OPraHoR H B
COOTBETCTBHN cneun(bmcaumi PErUCTPAUHOHHOTO CBHACTEILCTBA H/IK CRPHBO‘H{Gﬁ HLOKYMEHTALNH, npOIBBOﬂCTB()_
YNaKOBKa U KOHTPOIb CEPIK bl PACCMOTPERS! i NPU3HAHE! B COOTBETCTBUH ¢ Tpebosaunamu HITTT (GMP).

¥ Builyck Ha pLIHOK Bernyck s nocrasxu

OTRIOHEHNA B OTHOLIEHIIN Ka%ecTBa i BbIITYCKa NPOAYKTa:

VOTKnoHenHit He NpoH3oLING Ja, noGas aononnutenbHas HHopMatig, npunaraeves

KOMMBHTapHHBaMB‘{ZHHH:

Hara: 08.10.2019 HOAMHCEH
I". Casnep

YNIONHOMOYEHHOE THLO
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JEPXIIKCITYXEA
JEPXKABHA CJIYV)KEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO,IIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJIACTI

npocnekr Banepin JIoGanorcekoro, 51, M. Kuig, 03110, Ten/dakc: {044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox E€JIPTIOY 37078774

BHCHOBOK
po AKicTs BBE3eHOro B Ykpainy aikapcbicoro 3acoly

03.12.2019 Ne 79216/19/10

TPHIIMIQCTAA® PHHO 0,1 % HA3AJLHI KPAILTI

{HaliMEHYBAHHA MKapchkoro 3aco0y 3rinHo 3 peccrpairitiums NOCB{TICHHAM)
Kpanai pasaneui, posann 0,1 % no 10 ma Y $raxomi; mo 1 guraxony B kapronnmil Kopobui

(fpopma BexyCKy, NO3YBANHY, BUY NaKyBaHHS NiKapchkoro 3aco6y)

Homep peectpanitinoro nocsimaenna UA/3090/02/01 crpo aif peectpanilinoro moceiguerns 13.01.2021

Cepis nixapcbkoro sacoby Ne 93892 Kimxicts Bre3enoro nixapesxoro saco6y 47520
BipoBumk CTAJTA Apnuaiimitrens AT; Himewanna
(HadimenyBanns BUpOSHIKa miRapCLEOro 38006y, kpaiHa TOXOIKEHEA)
Beeseno B Vipainy Houipue ninnpremerso "CTAIA-YKPATHA" Komnani "BEITXA
Beraliyirynrerezeasmadr giop ®apmaepre M6X", inenr. kox:
32110540 ‘

(nalmeHypanus Ta xon 36 ERPIIOY ropummnof ocobu abo nipissume; iM's, no Garskoni diswarol
0coGH - ninnpuemuy, i Micie TIpOHBAHAN T peecTpaniitimit Homep o6nikoBoT KapTxy mnaTHAKa
' : noparxis abo cepix Ta HoMep nacropra)

Mporokon Bisyasnore Kontpomo sig 02.12.2019 M 4533/2,

3a  pelympTATaMH  AEPKABHOIO KOHTPO/FO  BCTAHOBJICHO, IO Jkepehbkwit 3aci6 BBeseHo B Yxpalny 3
ZOTPHMAHHAM BHMOT 3AKOHONBBCTBR MO0 336esTeTe HIA AKOCT nikapchKHX 3ac06is.
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(miamac) (imiLiaum Ta npiserme)
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