IpAT «IHPY3I5»

Popma 1/ COIT Ne 1-0£-10

CEPTUDIKAT SIKOCTI Ne LBR-A030724

Hassa npozysuil Ji6pa®
Kpaina-supoluui Yxpaiva
Kpaina-npnsnagcenus Yipalna
Howmep peectpanifinoro mocsinyenus UA/15578/01/01

Cuna gil/akTHBHICTD

100 M1 PO3UMHY MICTATD: apridiny rizpoxsopuny 4,2 1

Jlixapcoka popma

Posuun s indysiit, 42 Mr/mn

Po3Mip Ta THI YIAKOBKH

e 100 mut y nustiunds no 1 mastiod y nasud

Homep cepii A030724
Poamip cepii 58040

Jara BupodHuuTBa 03.07.2024
JaTa sacinuenns TepMiny npuaatiocTi Jlanens 2027

Hassu, agpecn Ta noMepn jinensii seix ginsunue 3
BHPOGHHILTBA TA KOHTPOIIO AKOCTI

Tex 3 supobunrsa inysifinnx posannins Ne 1 (JTinensis
6/1 Bin 17.05.2016):

23219, Binudusxa ofn., Binwdupkui p-u, ¢ BisHuubki
Xyropu, ByJi. Hemupiscbie 1ioce, 6. 84A

Bimtisn xonrposo sicoeti (JTiuensis 6/u 8in 17.05.2016):
23219, Binunupka o6, Binuuuskuit p-n, ¢. Binwmauexi
Kytopwy, sya. Hemupiscske tioce, 6. 84A

Ceprudikatu sinnonignocri GMP
ANS BCiX HABEACHMX JUbHULL

090/2023/GMP crpox ait no 28.07.2023

Pesysprary aHajisis:

3‘5‘:’; HajimMenyBaHHA noKa3IHuKAa Bumorn HJ Pesyasrar/ BHCHOBOK
1. Ornc [Ipozopa, Oesbappra abo 3j6rka MOBTYBATO-KOPHUHERA [Iposopa,
piluna GesGapua pijmna
2. .| Ineurudicauis A. Peaxutist Ha apridiny riapoxnopun Binnosinae
B. Ha xpomarorpami sunpofysanoro posuuny (b), Binnosinae
OCHOBHA InIsiMa Mac OyTv Ha piBHI OCHOBHOT rBsIMY Ha
Xpomarorpami posudny ropisusius (a), sianosixna 1 3a
po3Mipom i 3abaparcstm
C. Xapaxrcpna peakulis (a) Ha XAopuaH Biznosinac
3. ITposopicts posunny Mag Dyt nmposopum Bianonijae
4. Kouvoposicts posuumny Mae 6yTn Gesbapshnm afo HC INTCHCUBRIIIWM 34 CTATOH Bixnosinac
: BYs
S. pH Bin 5,0 10 6,5 5,56
6. PeyoBHHH, BUSRITIOBAHI He 6inbe 0,5 % He Gismme 0,5%
HIHIAPHHOM
7 08’ ¢M, 1110 BUTIPACTLCS He Mmenme noMiHalibHOro Bianosijae
8. CrepuiibHiCTh Mae Gy crepuibanit Binnonijgae
9. Barepialinii eHAOTOKCHIN Mexwe 0,5 MO/t Bijutoninae
10. | Mexaniugi skmovenus: puausi | lpaxruuno sinshuit 8ix vacTHHOK Bianosinae
YACTHHKY
11, | Mexarivgi BRIIOHCHHS: [Ipenapar BuTPUMYE BUNPOOOBYBAMHS, HKIO  CEPEeNs 418,67
HCBHAUMI YaCTHHKH KIBKICTE  HACTHHOK Y BHUIPOGOBYBAHMX OJMHMLSX HE
nepesuwrye 6000 B 1 cowrelinepl st vacTHHOK po3Mipom
10 mxuM abo Ginpme i ne nepesumye 600 p 1 xowreiiepi 9,33
JUISE MACTHHOK PO3MIpoM 25 MM abo Oinbie
12. | Kinbkicue susHaucHHs: Bin 39,9 no 44,1 42,1
Aprininy riapoxiopmi, Mr/Mi
13. | Yrmaxoska Iy 3 npenaparoM  pasom 3 incrpyxuicio  jns Binnosinac
MCAHMYHOTO ~ 3aCTOCYBAHHA  NOMIMAIOTL B HA4ky 3
HACTYIIHUM NaKkyBanusM 110 40 Wy 8 SUHKl 3 KapTony
rodposanoro
14. | MapkyBatns BijuioBisHo J10 3aTBCPIDKCHONO TCKCTY MAPKYBAHHSI Bipnosijae
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Iasna nikapebroro sacoby: Jligpa®  Cepis Ne A030724
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Mopma 1/ COXT Ne 1-01-10

IIpAT «IH®OY3IS»

Bucnopok: nikapebkuid 3aci6 J1iGpa® sixnosinac sumoram HJT xo P Ne UA/15578/01/01.

Komernrrapi: 36epiratn B opurisanbniil ynaxosui npu Temmeparypi se Buie 25 °C y HegloctynHoMy yta aiteif icni.

Jupexrop 3 sikocTi Hopsiasko KO.B. 13.08.2024
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Uum niarseprkyto, mo sei snpobuuai eramii aas uiel cepii rorosol npoaykuil ysu 3pificueni B nopniil sianosigocTi 3
BHMOIAMH, 3a3HAMCHUMY B unuHill nacranosi 3 GMP, satnepameniii MinicreperBom oxopoun 3mopos’s Ykpatum, i 3
BUMOTaMH peecTpauiiinoro goese (Toprosol aitensil) kpaiuu npasiagenns,

Ynopnosaxeua ocoba: Hetinnk [.B. // 13.08.2024
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Hasga nixapesroro sacoby: Jiopa®  Cepis No A030724
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IpAT «IHOY3ISD»

Mopma 1/ COMT Ne 1-01-10

CEPTHOIKAT JAKOCTI Ne LBR-A091224

Hassa npopykuiy Jligpa®

Kpaina-gupoluni Ykpaina

Kpalua-npusnavenns Vipaina
UA/15578/01/01

Homep peecrpauifinoro nocsin4enns
Cuia agiV/axrusiicrs S

100 Mn1 posunuy MictTaTh: apriviny rigpoxsopuay 4,2 r

Jlikapcbka ¢popma

Posuun s indysii, 42 mr/mn

Posmip ra Tiir ynakosicu

To 100 ma1 y nuisiuiy 1o | nistud y navui

Homep cepil A091224
Poswmip cepil 58200

Hara supobunursa 21.12.2024
JaTa 3akinyeHHst TepMiny upujaTHocTi Ipyaens 2027

Ha3eu, aapecn Ta Homepn ainensiii Beix ainbHune 3
BUPOBHHUTEA Ta KOHTPOJIIO IKOCTI

ex 3 supoOnuuTsa indysifiuux posuniis Ne 1 (Jliueusis
6/ Bin 17.05.2016):

23219, Binuuibka 061, BinHuuskuil p<H, ¢. BinHuubki
Xyropu, sysr, Hemupiscbke woce, 6, 84A

Binnin xonrpomo srcocti (Jlivensis 6/u Bin 17.05.2016):
23219, Biuunubka o6n., BinHMUbKUH p-H, . BinHMubKi
Xyropu, syn. Hemupisceke toce, 6. 84A

Ceprudiraru sianosinnocti GMP
A5 BCIX HABCACHHX AILIHIL

090/2023/GMP crpox ail 1o 28.07.2025

Pesynwrarn ananisis:

=
j;;‘; Hatfimenysanns nokasnuKa Bumorn HJL Pesyawrart/ Bucnosow
1. Ornuc ITposops, OesbappHa a0 3nerka KORTYBATO-KOPHUHERA [1posopa,
piguna Gesbapana pinnna
2. Inenrudianis A, Peaknis sHa apriuivy riapoxsopua Binnosinae
B. Ha xpomarorpami sunpoGysanoro posuuny (b), Binnosinae
ocHoBHA JUsMa Mac OytH ud PiBHI OCHOBHOT INIIMU
Xpomarorpami posuuny nopisusius (a), signonixna il sa
posMipoM 1 3aGapBIEHHSM
) C. Xapakrepsa peaxuis (a) Ha XJOpHAH Bixnosinae
3. TIposopicrs posunny Mae 6yTi nposopuM Bixznosinac
4, Konsoposicrs po3utiiy Mae GyTtn Ge3bappium abo He IHTEHCHBHIILIUM 3a CTaNoN Binnosijiae
BYs¢
S, pH Bix 5,0 10 6,5 5,73
6. Peuosniu, susunionsai He Ginbise 0,5 % He Ginswie 0,5%
HiHrLAPHIHOM
7. 06’ eM, 110 BUTATAETLCS He Menme nominannioro Biznoninae
8. CrepuiibtiicTs Mae GyTH crepriinhub Biunosinac
9. Gaxrepiansui engoroxcyuiy Menwe 0,5 MO/Ma Bignoniaac
10. | Mexauiaui sraodenns suuumi | [pakrudno siasnui six vacrunox Bigrosinae
HACTHHKH
11, | Mexauini sionovenus: [lpenapar sutpumye BANPOGOBYBANHA, AKILO CEPELHS 686,67
HEBHAWMMI YACTHHKY KITLKICTL  SACTHHOK Y BHIPOSOBYBAMHX OMMHMLLX HE
nepesuutye 6000 B 1 xouTeHnepi s HaCTHHOK PO3MipomM
10 MM aGo Ginuwe i e nepesuuye 600 B 1 xoureditiepi 7,33
JULSL HACTHHOK posMipom 25 mxm aGo Ginkiire
{12, | Kinvkicne BusHaveHss; Bin 39,9 no 44,1 42,0
Apriginy rinpoxsnopuu, mr/mi
13. | Ynaxoska. Ilnasiiy 3 upenaparoM  pasoM 3 iHCTPYKIHEO  Ans Binnoninae
MC/UAMHOTO  3aCTOCYBAUMSL  NOMILLAIOTE B nauky 3
HACTYTIHAM DaKyBaHHAM 110 40 urryx B UMKy 3 KapToHy
roipoBaHoro
14. | Mapxysauns BirosiiHo 10 3aTBEpLKEHOI0 TEKCTY MAPKY BaHS Bixnosinae

Hassa sikapesioro 3aco0y: JIiGpa®  Cepis Ne A091224 y
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®opma 1/ COTT Ne 1-01-10

IIpAT «IH®Y3I51»

Bucuonox: nikapeskuit saci6 Ji6pa® ianosinae sumoram HJI ae P.o. Ne UA/15578/01/01.

Komenrapi: 36epiraru 8 opurinanbuiii ynakosui npu temneparypi se suiue 25 °C Y HEROCTYTIHOMY AAA fiteH Micu.

Hupewrop 3 sicocTi: ' [Topsabro 10.B.
[LLB.
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Uum niatsepiucyio, wo sei Bupobuuyi craaii ans uiel cepii roronoi npouylcui‘f Gysam spificneni 8 nosniit signosignocri 3
BUaMoOramil, 3asnavenuMy B uMHRii nacranosi 3 GMP, sateepameniin Minicrepersom oxgpoun 3nopon’s Ypaiun, i 3
BHMOraMH peectpauiitiioro nocke (Topropov rinensiv) Kpain npusnaedns.

Ynopuopamena ocoda: Hebinuxk [LB.

19.02.2025
[LLB. n{u?{/(, Tara

Homep ealcui‘l‘ q)opm 6 v Cropinka 2/2
[aspa nixapcorroro sacoby: Jiopa®  Cepis Ne A091224



IpAT «TH®Y3IS»

CEPTU®IKAT AKOCTI Ne LBR-A101224

Mopma I/ COI Ne 1-01-10

Hazsa npoayruii JIiﬁpa“D
Kpaina-supobrni Yipaina
Kpafua-npuspavenus Yxpaiua

Howmep peectpaniiinoro nocsinucnsi UA/15578/01/01

Cuna piv/akrusyicrs

100 Mt posumHy MicTaTh: aprininy rigpoxiopnay 4,2 1

Jlikapenia popma

Posuwnn o indysiif, 42 mMr/m

Posmip Ta THII YHAKOBKH

Mo 100 ma y nasiund; no 1 ousimid y nawig

Homep eepii A101224
Posmip cepil 58080

HAara supoGuura 26.12.2024
JlaTa 3akinycHHS TCPMIHY npWIaTHOCTI I'pynens 2027

Hassu, agpecy Ta iomepys Jiiuensiit Beix pinsrum 3
BHPOGHIUTBA T4 ROHTPONIO NKOCTI

6/1 Bin 17.05.2016):

23219, Biunuuska o6, Binuuibknid p-u, c.
XyTopu, ByJ. Hemupiscske woce, 6. 84A
Biguin xonrpomo swoceri (Jliuensis 6/u nin 17.05.2016):
23219, Binnuubka o6h., Binpuuskui p-#, ¢ Binuuubki
Xyropy, sys. Hemupincbke woce, 6. 84A

Llex 3 supotumursa jndysiiinux pozunnins No 1 (Jliuenais

BinHHILKI

Ceprudixarn sinnosignocti GMP
st BEiX HaBeAeHHX AILUHOL

090/2023/GMP crpok it no 28.07.2025

PesyabTaTi anagisie:

;7“; Halimenysanus nokasuuia Bumorn HJL Pesynurar/ BHeHOBOK
L. Onuc Ilposopa, GcsGapsua abo 3nerka MOBTYBATO-KOPUUHCRA [Tposopa,
pianua GesBapsra pliuiHa
2. Inewrndiranis A. Peakuis na aprininy rigpoxnopyn Bixnosixac
B. Ha xpomarorpami sunpoGysatioro  posumnity  (b), Biwoninae
ocuonia rsiMa mac GyTH Ha PiBHE OCHOBHOT nASMK Ha
xpomarorpami posudny nopisusuus (a), sianosiasa i sa
PO3MipoM | 3aBapBiCHNsIM
) C, Xapaxrepra peaxiiis () ua XJIopuin Biuionsiiae
3. lTpasopicrs po3uumy Mae Gy'ty npo3opum Binnorinae
4. Konsoposicth posuniy Mae Gyru GesGaprrium afo HC IIFTCHCHBHILIMM 38 CTaNOH Binnosijae
BYs
3. pH Bin 5,0 10 6,5 3,74
6. Pevosuuy, BusiBiioBani He Ginsine 0,5 % He Ginstue 0,5%
HiHriZpHIoM
7. O6'eM, 1O BUTHTAECTHCS He MeHIe HOMIHANBHOTO Bijosijae
8. CrepiibHicTh Mae Oyrr crepribHmi Binosijae
9, Bakrepianbii CHLOTOKCHIU Memue 0,5 MO/ Bianosigac
10, | Mexaniuni sionovenss: syaumi | TIpaktuino sinuunit iy vactiuok Bigoninae
HACTHHKH
1. | Mexauiuni Brinovenus: lpenapar  surpumye  BUAPODOBYRAMHA, AKILO  cepeuid 603,33
HEBHANM T HACTHITICH KILKICTD  HACTHHOK Y  BUTIPOGOBYBAHHN  OUMHHIBIN  HE
riepenuiitye 6000 s | konreliucpi juist wacTHOK PO3Mipom
10 MM abo Ginwiue i ne nepesuuye 600 3 1 koureHuepi 6,67
JUISE MACTHHOK posMipom 25 MiM abo Giitnuic
12, | Kinpgicue susnavueHs: 1311 39,9 no 44,1 42,2
Apriuiny rigpoxsopui, Mr/mi
13, | Ynakonka. [aswiky 3 gpenaparoM  pasoM 3 NICTPYKLICo A Biioninac
MEAHUHOrO  3aCTOCYBANNS  NMOMILEIOT, B pauky 3
HACTYHHUM RaKyRadisiM 110 40 Urryic 8 sines 3 Kaprony
rodposanoro
4. | Mapxyusais BiANOBIARO A0 BATBEPILKEHOrO TCRCTY MapKy Bak M s Binnopinac
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Hasna nikapenkoro sacoBy: Jliopa®  Cepist No A101224

Cropinka 1/2




Mopma 1/ COIT Mo 1-01-10

OpAT «THDY315»

Brenosok: Aikapeniuii 3aci6 Jli6pa® nianosigae sumoram HJT o P Ne UA/15578/01/01.

Komerrrapi: a6epiratu b opurinanbiiil ynakosui npu teMoepatypi ke suiue 25 °C y HeocTynuoMmy ais aireit mictl,

Jsperrop 3 sikocTi: [MopsipbKo 10.B. f%z%&, 14.04.2025
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[Iuym niaToepmoxyio, wo sei supoGunui.craaii aus uiei cepii rorosoi npouymul Gynn saiticeni p nosaill signosianoecti 3
BUAMOTAME, 3a3HAUCHIMI B umBBI nacranosi 3 GMP, sarsepuxenifi Miuicrepersom o0xo OHi 3popos’st Yepatun, i 3
BUMOTAMI PEECTPALITINOro LockE (TOPronol Hineusii) Kpain npusnatesns, 2

4

Yuopnopmxena ocoba: Hettnux 1.B. ” 14.04.2025

I1.1.5. ﬂuumc Hara
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