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CEPTU®IKAT SAKOCTI Ne SCH-A580924

Hazsa npoayxuil Hatpiro xaopuay pozunn 0,9%

Kpaiua-pupobnnk Ykpaina

Kpaifna-npusHaveHHs Yxpaina

Homep peccTpailiiinoro nocBigd4eHHs UA/12049/01/01

Cuna pil/akTUBHiCTD . 100 M posuHKy MIiCTATE: HaTpiro xjopuny 0,9 T

Jlikapchka dopma ’ Po3uun ans indysiit 0,9%

Po3Mip Ta THI YIAKOBKH ITo 100 Ma y nsimkax

Homep cepii A580924

Po3mip cepii 77760

aTa BUPOGHULUTBA 02.09.2024

JlaTa 3aKiHvyeHH TepMiHY NPHAATHOCTI Bepecenn 2027

Ha3ssu, anpecu Ta HomMepH JTineHsi# Beix ginbuuns 3 | Iex 3 BupobuunTea indysiiiaux pozuunis Ne 1 (JlineHsia

BHPOGHUITBA TA KORTPOJTIO IKOCTI 6/n Bix 17.05.2016):
23219, Biununupka o6n., Binuuoskuii p-H, c¢. BiHHHUGKI
XyTtopu, Byn. Hemupieceke mioce, 6. 84A
Binain xourpomo sxocrti (Jlinensia 6/4 Bin 17.05.2016):
23219, Binnuupka o6n., BiHaunekuii p-H, c. BinHMubkKi

. XyTopH, ByJ. HeMupiecbke 11oce, 6. 84A
CeprudikaTtu BianosigHoeri GMP 090/2023/GMP ctpox aif ao 28.07.2025
A0S BeiX HABEAEHHX AiNbLHHIL

PesynbraTn aHanisie:

i}‘i HajliMeHYBAHHA NOKAZHUKA Bumorn HJI Pe3yabTaT/BUCHOBOK
1. Onuc IIposopa Ge3bapBHa pinnHa TIposopa He3GapBHa pinvHa
2: Inenrudixania XapakTepHi peaknil Ha HaTpiit Binnosigac
. XapakrepHa peakuis (a) Ha XTOpHAK Bignosinae
3 TIpo30picTh pO3UHHY [Ipenapar Mae 6yTH NIpo3opHM Bianosinae
4 KoNnsopoBicTL po3uuny IIpenapat Mac 6yTH 6e3GapBHHM Bianosinae
5. pH Bin 5,0 no 7,0 5,75
6. 3ajizo He 6insnre 0,0002% (2 ppm) He Ginsmie 0,0002% (2 ppm)
7 Bakki meTanu He Ginrine 0,001% (10 ppm) He 6incmie 0,001% (10 ppm)
8 06 eM,. 1110 BUTATAEThCA He mMenuie HoMiHANBLHOTO Bianoginae
9. CrepubnicTh Mae 6yTH CTepHIBHHM Binnosizae
10. | BakrepianbHi eHIOTOKCHHU Menwe 0,5 MO/mn Bianosizae
11. | Mexariyni prmodenns: suanmi yactku | Tlposopuit i npakruyno BinsHUi Big vacTok Bianozinae
12. | MexaniuHi BKMOYEHHA; HAng nmamox HoMmimameHuM 06’emoM 100 M. 344,00
HEBHIHMi 4aCTKU Tlpemapar BHTPHMY€ BHMOTH, SKIIO CepeaHA
KiNmBKicTH 4acTOK Yy MNIAINMi Ha cepilo He
nepesuiiye 6000 mia wacTox posmipom 10 Mk 2.67
afo Gimsme i He mepepuinye 600 ana wacTok
po3amipom 25 mxm a6o Ginbnie
13. | KinpxicHe BU3HAYCHHS, MM Bin 8,60 no 9,40 8,94
14. | YnaxoBka Mnamwxy 3 IpenapaToM 3 BIANOBIAHOIO KiNbKiCTIO TInsAumky 3 npenaparoMm 3
iHCTpyKUiHi Zns  MEOUYHOrO  3acTOCYBaHHA OJIHi€I0 HCTPYKUiEKO Ais
3anasHi B IUIBKY TONETHNEHOBY TepMo3CixHy MEIHYHOTO 3aCTOCY BAHHS
no 20 wryk - 3anasHi B MIiBKY
NOMETHICHOBY TEPMA3BiXIY
no 20 wTtyk
15. | MapkyBaHHs BianosinHo Ko 3aTBEP/KEHOTO  TEKCTY Bianosinae
MapKyBaHHA

BucHoBok: nikapcekuii 3aci6 Hatpito xnopumy posuuH 0,9 % pignosinae sumoram HJI no P.i. Ne UA/12049/01/01.
KomenTapi: 36epirath npu Temneparypi He Buiie 25 °C y HeocTyHOMY /ins Aiteit Miciu.

JupeKTOp 3 AKOCTI: TMopaasko 10.B.
ILLE.

Howmep pepaxcuif q)opml 6

‘Haswa nikapcekoro 3aco6y: Harpiw xaopuay po3unn 0,9% Cepis Ne A580924
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Ium migTeepmkyo, mo Bei BupobHKHYi cranit'mm uici cepii rorosoi mpoayxuii Gysu sailicHeni B noBHil BianoBixHocTi 3
BHMOTAMH, 3a3HAYIEHHMH B 4MHHIl Hactanosi 3 GMP; saTeepmieniit Minicrepcrsom oxopghu 3mopos’s Yxpaium; i 3
BUMOTAMI peccTpaifinoro goche (Toprosoi niuensit) kpaluu npusnavenus.

YnoeHoBaXKeHa ocoba: Hetimax LB. 18.09.2024

IL.LEB. Hinmflc _ ' Hara
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) L ey Cropiuka 2/2
Hassa nikapcskoro 3acoSy: Hatpiso xiiopuny posann 0,9% Cepis Ne A580924 h T

Homep peaaxuii popmu 6
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CEPTHU®IKAT SIKOCTI Ne SCH-A600924
Haspa npoayeuit 'j Harpito xsopuay posunn 0,9%
Kpaiua-supoGuiic ! Ykpaita
Kpalua-npusnavcunsn ' Ykpaixa e
Homep peccrpauiiinoro nocsigvueniisi UA/12049/01/01
Ciin aiVaKTHBHICTL : 100 Ma po3unny MictarTs: Hatpio xnopwiy 0,9 r
Jlikapenka gopma - Posunn ans indysiii 0,9%
Po3sip T4 THIO yOaKoBKH : Mo 100 ma1 y naistaicax
Homep cepil ; A600924
Po3mip cepil ; 77940
Jara pupobnunraa ! 06.09.2024
Jara sainvenust Tepminy npuiaTiocTi ', Bepecenn 2027
Ha3ssu, aapecn Ta nomeput aiuensiit neix mm,lmgma ex 3 snpoGuunTea indiysiitnnx posunuin Ne I (Jlinessis
BUPOGHULITBA TA KOHTPOJIIO AKOCTI i 6/n pin 17.05.2016):
23219, Biunuuwska o060, Binnnuskuii p-n, c. BinHuubki
Xyropwu, Byn. Hemupiscuke woce, 6. 84A
Bigain kontposmio sicoerti (Jlinensin 6/ nig 17.05.2016):
23219, Binuuuska o6n., Binnuuskuii p-x, ¢. Binuuusi
: Xyropu, ys. Hemupischke woce, 6. 84A
Ceprudivarn signosinnoeri GMP ; 090/2023/GMP crpok aii po 28.07.2025
JUISL BCIX HABEACH X AibHHLL :
PesyabTaTy ananisin:
i:?l Haiimenysanna noxasnuxa ' Bumors HJL Peaynurat/nucnonox
ha Onue [Mpo3zopa Ge3bapsua pigxun ITpozopa Oesbapsua pinnfa
2. | lnewrudixais Xapaxrepui peakulii na narpii Bianoninac
Xapaxrepna peakuia (a) na Xj0pHuH Bianonigac
3 ITpo3opicts postuny TIpenapar Mac GyTH NposopumM Biposijac
4 Konsoposicri posunny [penapar mae Gyru Geabag i Bijmosinac
h pH - Bin 5,0 1o 7,0 5,61
6. | 3anizo He 6isbine 0,0002% (2 ppm) He Gine 0,0002% (2 ppin)
7. | Baxki meranu He Ginbiue 0,001% (10 ppin) He Gintine 0,001% (10 ppjn)
8 O8'emM, M0 BUTHrACTLCS He mMcinne HoMinansHoro Bijuionijae
9 Crepunniicrh Mae 6YTH crepHaLIIM Bianoninae
10. | Bokrepiansii cHaoTOKCHIN Metie 0,5 MO/ma Bignoninae
11. | Mexauiuni Brmovennd: Buaumi vacrkd | Tposoprli i npaxTHuio sinkhuil pi vacTok Bipnonigac
12. | Mexauiuni srmovenis: Hna nmnok nosinansnus oG’cmom 100 Mo 207,33
HEBHJIUMI YaCTKH I'Ipcnapm DUTPHMYC BHMOPH, SKIIO Cepeans
Kinekicth uacTox y mnnamui na cepio ue
nepesanye 6000 jnn vacrok posmipom 10 Mrm 6,67
abo Giuwwc i ne nepesnutye 600 Juis uacTok
poamipom 25 mim abo Ginbe
13. | Kinukicie susuavenns, /s Bin 8,60 a0 9,40 8,88
14. | Ynakosxa Tnamen 3 upenaparosm 3 sianosianolo Kijkicno [tk 3 npenaparom o
im.*rpy__uiliﬁ AR MENHUNIONO  3ACTOCYDRANNS OJUIEID iHCTpyRIiCIo Juts
sanasii B 1isky noniermncnosy TepmosGixny MEIHMIOID JacToCy BANIY
no 20 mryk sanasui » nnioky
NoJHETHACHORY TepMO3Ginyly
1o 20 wryk
15. | MapkynanHa Bianosinno  x0  sarBepKEHOr0  TCKCTY Binnosinae
MAPKYBaHs
Bucuonoic: nimpcmcun 3aci6 Haipilo xsropuay posaun 0,9 % vinnoninae numoram HIL no P.i. Ne UAZ12049/01/01.
23092024
Homep penascuii gpopmu 6
Hizna nikapeskoro aaco8y: Harpiio XJODHAY O3 Q.Q'& Cepin Ne
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Hnm nigroepancyto, uio nei supobunui eranii aan uicl cepif ro-roi:o\’ npoaywkuil Gysan saiiteneni b nosnilt sipnonianocti 3
pusoramu, snsnnquennmi b oawnnlit wacranosi 3 GMP, sarsepmxenilt Minlerepernom oxopons spopon’s Yipaium, i 3
BHMoramMi pecerpauifinoro goctc (topronof aiuensit) kpafun npuanntenns
Yuosuosaxena ocoba: Heiinux 1.B. 23.09.2024
I'.LE. Jata
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Hosep peaaruii gpopmn 6 H Cropinga 2/2
dasna nikapenioro sacoby: Harpio xnopnay posuun 0,9% Cepin Ne A_G_O_QL{ '
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CEPTHOIKAT AKOCTI Ne SCH-A16032

Haspa npomyieuit Harpiro xsiopuay posgun 0,9%

ICpaina-nupodune YxpaiHa

Kpatua-npuanauenns Yxpaiua

Homep peeerpauiiinoro noesiguenus UA/12049/01/01

Ciyra pitfaxTuenicrs 100 Mn posusily MicrTs: HaTpiio xaopHay 0,9r

Jlircapenka hopma Posunu mans indysiit 0,9%

Posntip Ta Tun ynaxonien ITo 100 ma1 v nstiieax

Hoaep cepii A160325

Paamip eepiy 76900

Hata supobuuursa 24.03.2025

Hara sawivienns Tepainy npaaathocti Bepesens 2028

Hassn, aupecu Ta nomepn aiuensiii nelx giisiumns 3 Lex 3 snpoGunurea indiysifinnx posunnis Ne I (Jlinensis

BHPOBHBITEA TA KOHTPOMIG SICOCTI 6/1r nin 17.05.2016); »
23219, Binnuusxa ofn., Binudtmkuii p-1, ¢, BiHHMHLI]
Xyrtopu, Byi. Hemupiscbke woce, 6. 84A
Bignist wonrrposno sucoeri (JTiuensin 674 pix 17.05.2016):
23219, Biunuuska ofn., Bimmnusiui p-H, C. BiuHHubKi
Kyropn, Bys. Hemupiscske uroce, 6, 84A

Ceprudicaru signosiniroeri GMP 090/2023/GMP crporx nit ao 28.07.2025

U1 BeiX HABCKEIIX KiNbHILL '

Peaynnratu ananizis;

=
:3["' Halistentysanns nowasunra Brisiorn I Pesynsrat/ouenonor
1. Onne [Tposopa Geabapsia piauis ITposopa Geabapnua pigina
2, Lierresicain Xapaxrepni peakuii na warpik Binnoesinac
Xapaerepna peaxuis (a) na XJIOPHIH Bianonigac
3 TTposopicTs posunny (penapar Mae ByTH Npo3opuM Binnoainac
4 Konnoposicts pozvniy [Tpenapar Mae Gy GeaGapnaus Bianoainae
S. pll Bin 5,0 10 7,0 : 5,82
6. Janizo He Ginnuee 0,0002% (2 ppm) He Bineine 0,0002% (2 ppin)
7. Baucki arerann ; He Sinuiue 0,001% (10 ppm) He Ginnme 0,001% (10 ppim)
8 06" e, U BUTATACTLCH e Mewine nominansioro Blanogiaae
9. Crepuannicrn Mae ByTH CTepHIBLEHNM Rinnoninge
10. | BakrepianbHi enporoxening euue 0,5 MO/ma Biiutoninne
11, | Mexanivui prmouenus: niuumi tacrin T1posopuii | npakruuno BiNLIKHE Bix YacTox Binudsinac
12. | Mexauivnl nwiouetna: Hns npamox nominanniM o6'catom 100 s, 681,33
HCBUTHM] TACTKH Flpemapar swrpuMyc sumorw, skuwo CCPSHIs
KimbkieTs wacrox y wnmmmi Ha cepilo e
nepesumye 6000 ana wacrox posmipom 10 e 8,67
abo Ginelue i we nepenmiuye 600 anu wacrox
. pessipos 25 mim alo Ginnure
13. | Kinndicue susnavetns, mi/aur Bin 8,60 ae 9,40 8,92
14, | ¥Ynaronxa Tlnstuxir 3 npenaparom ¢ signosignao kinukicTio Ty 3 npenaparon 3
HCTPYRIGA  Ang Meguutoro 3ACTOCYLAHIR onnicio iHCTpYKItiao AR
sanani 8 wnisky nomieTURcioRy TepPMOo3q Nty MOJIHUHOrG 3acrocynaua
o 20 nrryx sanasei o mrisicy
nosieTHACHOBY TepMo3Gin Ly
no 20wy
15. | Mapicypams Biunosine g0 sarnepiukeioro TEKCTY Bixnoninac
. MapKyBanHs

Brienoso: nikapenkuit 3aci6 Harpito xyopupy posunii 0,9 % sinnopinae eumoram HIT o P.o. Ne UA/12049/01/01.
Kostenrapi: aGepiratn npu TeMmeparypi ne zume 25 °C y HEAOCTYNHOMY iy aitelt Micwy],

Hstpererop 3 sicocTi: Topsneko 10.B.
IT.LB.

10.04.2025

Hara

Homep penaruit rppmu 6

Hasea nikaperxoro sacoby: Harpiw xnenuay noaswuu 0.9% Cepin Mo A 160325
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na minreepaacyo, o nei mupoGiniui cralt A uiel cepii roronot npopyrnii Gyan spiticueni s nosniii signopixHoeti 3
BHMoramn, saznavenumn B uwnmiit naerauosi 3 GMP, aaTeepiaeniit MinicrepeTeom oxopout sgopon’n Yipaium, i 3
BIALOrasit peceTpauniiinore gocke (Toprosof aiensii) Kpainn npusiavenns, /P

Yuosuonancena ocoGa: Helinug 1.B. y

10.04.2025
JLLE. | Iinghe Jara

; ;

Liagen nikaperkoro aaco6y: H}l’l‘l)itln x.frqnimv pozunit §,9% Cepin Ne A160325

l-[nn—teppemucui'l' thopait C'ropinca/
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