Vishpha

Cyvacni upmynm apopon’n
Ykpaisa, 10

1. Haaea npogykuli:
2. Kpaina-Bupo6HuK:

3. Homep peecTpanliinoro nocalayennn:

4, Cuna plifakTupHicTe:

5. Nikapcuka dopMa:
6. Poamlp Ta THN Nnakysankn:

7. Homap cepii:
8. laTa BupoGHMLTEA:

Alidcrnd na Tepuropii Yepaiuy JEE

TOB "AKIN "®APMALEBTUMHA ®ABPUKA"
M. XKuToMup

>

014, m. Xutomup, BYN. JIEPMOHTOBCLKS, 5, T, 48-11-31, T/¢h. 48-11-28 DEKEA
Swriffi :

XNOPTEKCHAWH

YKPATHA

UA/18239/01/01

160 mMA po3unHy MICTATE po34UHY XAOpPrekcuarHy GirnokoxaTy 20% - 0,25 mn

PO34MH AR5 30BHIWHL0r0 33CTOCYBaHHA 0,05%

no 100 mn y hnakoHax 3 KPULLKoIo-KpanensHUUer | Kpuwkoie, MapkyBadua ykpaiHchKow
MOEOKY
60723
07.2023

Poawuip cepli: 16938 wr

9. NaTa aaxinvenns TepMiny npupnatHocri: 07.2026

10. Hazon, agpecu Ta noMepu niuenali py

8Cix  ainbHpus 3 BHPoGHMULTEA

KOHTPOAK  AKocTi:

11. CapTudrixaru signosinnoctt GMP
12. PeaynvraTn ananisis:

pobreno, BKAOMAWYM NAKYBAHHA/MAPKYBAHHA Ta KOHTPONML RKOCTI Ha AinbHuyi 3

T& BUpoBHULTBA pigkux Ta M'AKUX NiKapceKux sacobies TOB "AKA “PapMayesTUdHa
thalipuka" 32 aApecoid XKNTOMMPCbKa  OBn DKUTOMUPCEKWIT  paiios, c.Cranuuliexa,
ayn.Koponeoea, 6.4; niuenzin N«AB 598036; csigouTse npo aTecrauilo ©XN Ne127,
csifouTae npo avectauic MBI MNe227

ann scix glneHuus, HagepeHnx ¥ n.10: 020/2022/GMP

Mokazxukn Brumorun HTR Pesynstatn
Cnuc fpoaopa Ge3GapeHa pianHa 6es sanaxy Biarosinae
inenTudikaula 3rigHo MKS N3 Bignonigae
fpoaopicTn MNpenapaTt Mae ByTit Npo20opM Bignosinae
KonsoposicTh Mpenapar mae 6yTu Gez8apeHUM Bignosigae
n-Xnopauinin He Binbwse 0,005 Mr/Mn Biganoeigae
06'em pMi NaxKosKu He MeHiue 3a3HaueHOro Ha eTukeTLi — Binnosigae
CTY ¥ u > -‘\

3aranbHe 4dcno aepobHnx MiKpoo, Al ; s
MikpoBlonoriywa uucrora 3aranbHe YUCIO APDKAKOBIX Blanorigac

KYO/mn

BipcyrHicTe Staphylococcus a

BiacyTHlcTe Pseudomonas ae Uairo:
Vnaxoska 3rigpo MKA N3 Bignosigae
Mapkysanun 3rigHo MK$ A3 Bianosigac
pH Bia 5,5 ao 7,0 6.1
BipHocHa rycTuna Bfa 6,997 ao 0,999 4.9982
KinbkicHe snanaveHHn Xnoprekcuamnuy BirniokoHar - Big 0,475 mr/Mn ao 0,525 mriMn 0.4585 mrimn

13. KomenTapi:

14. 3anea npo
cepTudixayio:

LM A 3acBiguyio, Wo HaseneHa sviie ingopmMayis € ag
{skAiouaioun MaKyBaHHR/MapKyBaHHA) T3 NpoBeAEHD
signoeiaHeocT! 3 sBumMoramun GMP, acTaHopneHumMY Migldaay

PEIpHOIC Ta To4Holo, Ui ceplio npoaykuli Syno snpobneHo
OJib T AKOCT] Ha BYWesaIHaveHil ginbHuyi y nosii
PeryNATOPHUM OpraHoM, a TRKOXK BlanosigHo Ao
WKOAW BUPOGHULTBA, MaKyBaHHRA Ta aHanisies Byno

Hapcoka P A.




h HiACHWE Ha TepuTopii Ykpatiu
V,Shpdai g TOB "AKN "®APMALEBTUYHA GABPUKA"

Cysacii gopwynn apopoe'n M. JKMTOMMD

YkpatHa, 10014, m. Xutamup, 8yn. JIepMOHTOBCEKa, 5, T. 48-11-3L, T/b. 48-11-28 #

TudikaT cepil nikapchkorg za MNe: 1813
1. Hazea npogyxuii: XNOPTEKCMANH
2. KpaiHa-BupoGHHUK: YKPAIHA
3. Homep peecTpadifHore noceipwenHa:  UAS18235/01/01
4. Cnna Aali/axTMBHICTD! 100 MA po3yYMHY MICTATL PO3YUHY XNOPrekcuanHy GirnokoHaTy 20% - 0,25 Mn
5. Nikapceka thapMa: PO3YMH ANA 30BHILWHLOCO 3acTocyBanHA 0,05%
6. PozMIp Ta THN RAKyYBaHHA: no 100 Mn v (hNakoHax 3 KPULIKO-KpanensHuL e | KpUWKoK. MapKyBaHHA YKpPaiHCBKOIO
MDBOIC
7. Homep cepin: 40324 Poamip capli: 16938 wT
8. flata BHpoOHUUTEA; 03.2024 ’

9. laTa 3axiHueHHA TepMiny npuaatHocTi: 03.2027

10. Ha3ew, anpecu Ta HoOMepH niueHsit BupgbneHo, BKAKYAIOYM naKyBaHHﬁmapKyBaHHn Ta KOHTPOAb sKkocTl Ha AihbHWUI 3

Bcix pinbHMue 3 BMpoBHMUTBA  TA BupobHMUTBA plaKMX Ta M'AKWX NiKApCLKWMX 3acobie TOB "KM "GapMaLeBTUNHA

KoHTponio  AkocTl: tabpuxa" 3a agpecow XuToMupcbka OON. KMTOMUDCLKME paioH, c.CTaHWWieka,
eyn.Koponcoea, 6.4; nlueHzia NeAB 598036; cBigouTBo npo atectauiim ©XN Nel27,
ceigouTEO0 nipo atectaulo MBN Ne227

11. CeprutikaTn eignosigHocTi GMP gna Bcix AiABHALL, HABEREHUX ¥ N.10:

12. PaayneTaTn aHanisle:

MoKazHuKR Bumorn HTA PeayneTaTtH
Onuc MNposcpa GesbapeHa piguHa Ge3 zanaxy Blanosiaae
lpenTndrikauln 3rigHo MK N3 Bignosiaae
MposopicTe NpenapaT Mae 6yTH NPo3opumM Binnoelaac
KonbopoBicTb MpenapaTt mae byTh GesbapeHUM Bignosinae
n-Xnoepadinii He 6incwe 0, OBE’E‘D{MJJ‘ Bipnoelgac

= o
THUM
06'eM BMICTY YyNaKoBRKMW He Menuﬁﬁwﬂﬁro Hé‘ % Blgriceinae

Lt
MixpoblonorivHa uucToTa 3rinHME§m\ MEHT 113\ Bignoeigae

L1 'lu‘ \
Ynakoeka 3ri ;.#nku] M - Binnosinae
spErpalM s
s L Ty
MapKyeaHua 3rinﬂ&-\ n3 _x:"";"fé‘j' Binroeigas
e . o Ml ]
¥ ¥ 7
. ‘5 O D
pH Bia 5.5 RUST 183 59 / 6.65
XIAT s
BinHOCHA rycTMHa Big 0,997 oo 0,955 0.9983
KinukicHe BU3HauYQHHA XnoprekcuBuHy GiratokoHar - sig 0,475 mMr/mn ao 0,525 mrimna 0.487 mMr/mn

13. KomenTapl:

14. 3assa npo Uwm 5 3aCBiguyI0, Wo HasedeHa BUlle iHdopMalis € AocToBipHOK Ta TevHel0. Lo cepiio npoaykuli 6yno eupobneHo

cepTuikanlio: (srAw4aicHM NaKyBaHHA/MapKYBaHHN) Ta NPOBEAEHO KRHTPONb ii AKOCT] Ha BULL@3a3HaYeHIR LiAbHWLI Y NOBHIRA
BiaNoBigHOCTI 3 BUMoraMu GMP, BCTaHOBNEHUMM MicElM perynaTOpHUM OpPraHoM, a TaKoX BIANOBIOHO 1O
cneyngikalii, e MICTATECA ¥ peecTpauliiHoMy aocfe-HE K0/ BUPOBHWUTEA, NakyBaHHA Ta aHanizis byno
NepernAHyTo Ta BCTaHOBAEHO BiaNoBigHICTL GMPBr

15. MpiasMuwe Ta nocapa ocobM, Aka BUgana no3sin Ha BUNYC

HosaXxKeHa ocofa 3 RxocTi

16. Nianuc ocobu, Aka Enpana Ro3ein Ha BunycK cepli:

YhnoaHOBaX2Ha
ocoba

Mapceka P.A.

17. fata nignucanns: 15,0, Oty



AificHud Ha TepuTopll Ykpaiin

TOB " KN "®APMALLEBTUHHA PAEPMKA"
M, XKUTOMMP

st
- .
Vishpha
atipusa nicls
Cyuacs! dopmynd 3nepoB’a
YkpaiHa, 10014, M. 2KAToMup, Byn. NlepMOHTOBCEKA, 5, T. 48-11-31, T/¢. 48-11-28

ikaT cepli nika 19847

1. Hasea npogykuyii: XNOPTEKCUAMH
2. KpaiHa-supobHuK: YKPATHA
3. Homep peecrpaunlidnoro nocelnuanna:  UA/18239/01/01

4. Cuna gii/axTuenlcri: 130 mn posuvHy MICTATE po34nHY Xnoprexcuauny GirnokoHaTy 20% - 0,25 ma

pPO34KMH ANA 30BHIWLHbLOrO 3acTocysaHHA 0,05%

5. Alxapcoka dopma:
no 100 Mn ¥y pnakeHax 3 KPMLUKO-KPanensHWLURIo | KpULKoio. MapKkyBaHHA yKpaiHCbKolo

6. Poamip Ta TN NaKyBaHHA:

MOEBOI0
7. Homep cepli: 140624 Po3mip cepii: 11934 wr
8. llata supobHuuTEa; 06.2024

9. [lava 3akiHYEHHA TepMiHy npuaardocTti: 06.2027

10. Hasew, ampecw Ta HOMEPM nluensli BupoGaeno, BKAOMAKHKM NaKyBaHHA/MapKYBaHHA Ta KOMTpOsie AKocTl Ha OinbHMUi 3

BCix  piAbHMUbL 3 BupoBHMUTBA  Ta pupobHMUTBa pigkKMX Ta M'AKMX Jikapcbknx 3acobie TOB "[IKM “®apMaueBTW4YHA

KoHTpoRo  AkocTh cabpuka" 3a agpecow MutoMupcoKa obn KWToOMMpCEKWMIA padoH, c.CTaHwvwieka,
syn.KoponeoBa, 6.4; niueH3ia MeAB 598036; ceigouteo npo aTtecTtauiio ©XN Nal27,
ceigouTBO npoe artecrauin MBS Ne227

11. CepmmdixaTn pignosigHocTi GMP anR BCiX QiNbHMUbL, HABEOSHMX ¥ N.10:

12. PesynLTaTh ananisie:

MoKasHWKH Bumorn HTA Pe3yabTaTH
Onuc Npozopa 6e3bapeHa piawHa Ge3 3anaxy Bipnoelgae
taenTndlikanla 3rigHe MKA R3 Bianosinae
MNMpo3opicTs MpenapaTt mae 6yTn Nnpo3opumM Binnoeigae
KonbsopopicTh Npenapat Mag GyTH Ge36apBHUM Bignosinae
n-Xnopaninlu He Ginswe 0,005 Mrimn Blanosigae
O6'em BHICTY yNnakoBku He MeHLWie 3a3Ha4YeHOro Ha eTUKeTL Bianoeigac
MixpobGlonoriyna usncroTa 3riaHo MKA N3 Bianosinae
¥nakoexa 3rigHo MKA N3 Bianoeinae
MapkysaHHA 3rigHo MKA N3 ﬁm Bianosinae
BlaHocHa rycrmna Big 0,997 ao 0,999 ﬁﬁ/ W ﬂ AR " lllu-*:\ 0.998
KinsxicHe sMIHAYEHHA Xnoprekcuaunny BirnokoHaT - Big, 0.3&%&:@9430‘%,5‘?, l:rr,:;-lm;’;y 0.488 mrimn

WA/ i

13. KoMeHTapi:

@‘c i npo.nylcui' 5y110 BupoﬁneHo
3HauYeHii AlﬂbHHLI,I Yy MNOBHIK
HOM, & TAKOM Blp.noalnuo aoc

1M A 3aceigyvyio, wo HaseAeHa suwe inpopMauin € A
{BEKNIOYAIOYN MAKYBAHHA/MAPKYBAaHHA) Ta NPpoBeeHo
slanosigHocTi 3 puMoramu GMP, BCTAHOBAEHUMUK Mi
cneungikaulid, Wo MICTATLCA ¥ peRECTPAUIAHOMY ADCH
nNeperfAfHyTe Ta BCTRHOBAEHO BRiANOBIAHICTL GMP,

15. Mpisenwe Ta nocapa ocobu, Axa BURANG AOIBIA HA BHAYCK

14, 3aaea npo
cepTnipikauio:

16. NMianuc ocoBu, Aka emaana ao3eln Ha sunycx cepli:




LiAchnd He TepuTopil ¥rpaikn

TOB "AKN "GPAPMALLEEBTUYHA GABPHKA"
M. JXKuTOoMUP

Vishpha

daprina Aluls
Cywacl bopmynn zaopos’s

Ykpaida, 10014, M. XKuToMUp, BYN. JlepMOHTOBCBKA, 5, T, 48-11-31, T/th, 48-11-28 DEKRA

“mﬁ‘w“’

XNOPTEKCHANH
2. Kpaina-eupoBHnK: YKPAIHA
3. Homep peecTpailiiHoro nocelpuenta:  UAS1B8239/01/01

1. Hazea nponyxuli:

4, Cvna glifakTueHleTe: 100 MN po3aYrHyY MICTATE PO3YMHY XNOprekcanHy 6lrnokoHaTy 20% - 0,25 M0

5. NixapcoKa cropMa;
6. Poamip Ta TN nakysaHHA:

po3uiH ans 20BHIWHEOro 3aCTOCYBAHHA 0,05%
no 100 MA ¥ prakoHax 3 KPUWKDIO-KpanenbHUUEo | KpULWKoo. MapKyBaHHs YKpaiHCeKOD

MGBOIO
7. Homep cepli: 150624 Poawmip cepii: 16938 wr
8. Data BHPOBHULTEA! 06.2024

9. BaTta saklhuenHA TepMiny npuaaThocTti: 06.2027

10. Haseu, appeck Ta nomepn nlueHsii BupobneHo, BKAIOMAICYM NaKYBAHHA/MADKYBaHHA Ta KOHTPOAR AKOCTl Ha AIREHUW 3

BCIX  AlNeHHUL 3 BMPOGHMUTBA  Ta BupoGHNLTBa pPiOKMX Ta M'AKNX JIKapcekux 3acobizs TOB "OKA “dapMaLeBTW4Ha

KOHTpORIO  AKOCTI: pabpuxa" sa agpecoly KUTOMUpcbKa 06N JKUTOMMPCBKUIA paioH, c.CTaHuwiska,
ayn.Koponeoea, 6.4; nlueHsla MeAB 598036, celgouTtso npo aTecTaulo ®XN Nel27,
celoouTBoe nNpo atecTaylic MBS M227

11. Cepricplikark sipnosipHocTl GMP gns Belx ginsunuk, Hasegonux y n.10:
12. PesynuTarn axanisis;

NoxasHWKK Bumorn HTH, PasyneTaTH
Onnc Mposopa Gez6apexa pianHa Gea zanaxy Blanoelaae
laeHTRdiKauin 3riguo MK N3 glanceinae
NposopleTs NpenapaT Ma€ 6yTH NPO3OPUM Blanosigae
KonboposicTh MpenapaT mae ByTH GeabapeHum Bianosinae
n-XaopaHlrlx He Giabwe 0,005 Mr/MA Bianoelgae
06'eM BMICTY yNakosxu He MeHLWe sazHavdeHoOro Ha eTMKeTuI Blanoelpae
\r\!"‘l f'l\J:l} ;;
MikpoGlonoriyna yncrota 3rigwo MKS 13 / g f\ Bipnoeinae
— ! (\' o
YnakoeKa 3rigHo MKA N3 / 0/ LUH‘ MEHT H%\ Blanoslaae
o LA 'lg:_ 1
MapKyBasiHA 3riaHo MK9H N3 H 2( " E aL] 12, Bianosinas
s - q/,’ - A
H Bl& 5.5 Ao 7,0 \ 9\" A 6.
P i R \‘f & I
® N\, - S D
BigtHocHa rycTuna Blg 0,997 a0 0,999 &ﬁ K ‘// 0.9875
1y -
1 = o
KineKicHe sH3HAYSHHA XnoprekcuanHy GirfMoKoHaT - Big 0,47 A0 0,525 mrima 0.48 Mrimn

13. KomeHTapl:

14. 3afBa AP0 LivM 5 3acBigvyio, WO HaBeAeHa BUile IHhopMaLln ¢

capTudikanino:  (BKA0YHAI04N NaKyBaHHA/MaPKYSakHs) Ta npoReaeHokoNTpone T AKOCTI Ha BMWE3azHaveHIi alnbHKUI Y noBHIi
- perynaTopHUM opraHOM, 8 Takox elanoelgHo go

S sUpobHULTER, NaKyBaHHA Ta aHanlste Gyno

cneundikaLli, Wwo MIcTATLCA ¥ pescTpauliiroMy 0o
NepernAsHyTO Ta BCTaHoBNeHo sianoBlaxlcTs GM

15. Mpiseniile Ta nocana ocobH, AKA BUOANA ROZBIN HA BRRY: ,&p HoBaxeHna ocoba 3 AxocTi

16. Mianuc ccobu, AKa BUAANa A030iN Ha BunycK cepli:

ynonuonamena ol
ocoba

MHKapceka P.A.

&) L,'g;k
N\

xQ 17. fata nlaancanus:,} I D&, LOLY,



Didicrndi va Teputopii Yrpainn I8

TOB "AKMN "®APMALEBTUYHA GABPUKA"
M. JKuTOMMp

Vishpha'

e Aiile
Cyuacni popmyni SAcpoR’s

YxpaiHa, 10014, M, XKuToMup, BN, JIepMOHTOBCbKA, 3, T. 48-11-31, T/(. 48-11-28

1. Hazea npoaykull: XJIOPTEKCUAVH
2. Kpaina-supobHuk: YKPAIHA
3. Homep peecTpauifHoro nocsigyeHHn: UA/18239/01/01

4. Cuna Afi/aKkTuBHICTL! 100 M/ pO3YAHY MICTATE PO3NVMHY XAORrekcuauHy GirnokoHaTy 20% - 0,25 mn

PO34MH 4R 30BHIWHBOrD 3acTocyBaHHA 0,05%

5. Nlkapcuka thopma:
1o 100 M y (hnakoHaX 3 KPWILKO-KpanenbHMLED | KpUW K. MapKyBaHHA YKpaiHCbKo

6. Po3amip Ta THN RAKYBAHHA!

MOEOK}
7. Homep cepii: 10524 Po3mlp cepli: 16920 wit
8. Qarta supobHHUTES: 05.2024

9. JaTta 3akiH4eHHA TepMiHy npuoaTHocTi: 05.2027

10. Ha3zsu, appecn Ta HoMepw niueHsil BupobieHo, BKAKHAKHWN NBKYBAHHSA/MAPKYRAHHA T2 KOHTPOAL SAKOCTI Ha AiNbHUAUI 3

Beix  almenuubs 3 BUPOBHMUTBA  TA supoSHuuTBa plakux Ta M'AKMX AlKkapcekux 3acobis TOB “AKA "®apMalgrTWuHa

KOHTpOAK  AKOCTH tabpwka" za agpecoilo MUTOMUPCbKa 061, MUTOMUPCLKWA paioH, <.CTadvwliBKa,
sya.KoponeoBa, 0.4; nilenzis N«AB 598036; ceipouTeo npo aTecTauiilo X/ Ml27,
CBIAGUTBO npo aTecTauinn MBJ1 MNe227

11, CeprrdlkaTH signoeianocti GMP gna Beix AiAbHMUL, HaBegeHUX ¥ n.10:

12. PeaynbsTaTu aHanisie:

NMokaaHukK Bumorw HTQ PesynbTatH
Onuc Mposopa 6esbapeHa pignHa Ges sanaxy Blancslaae
lnenTrdiikanin 3rigHe MKA N3 Bianoeinae
Mpo3opicTs Mpenapat mag 6y T NPo3opUM Blanosinae
KonsopogicTs NpenapaT Mac 6yTH 6e3bapBHUM Blonesinae
n-Xnopaulniv He 6inewe 0,005 mr/mn Blanosigae
06'em BMICTY yNaKoBKK He MeHLWe 3a3HaveHoro Ha eTuKeTLi Blanoeifae
MikpobBionoriyda yncrora 3rigHo MKA N3 Blanoelgae
¥nakoeka 3riaHo MK® N3 / ’ s ’\\ Bianosigae
I 1l
\
MapKyBaHHA 3riaHo MKS N3 / TOKYME HTIB \» \\ Bianosinae
V&
= - LA BN
pH BiA 5.5 10 7.0 ‘*[ “E. .L z, 6.37
Ass EHEEELE
LAY YY)/
BigHOCHA FycTHHA 8ig 0,997 a0 0,999 \5 v YA/ 0.998
\‘( ol WA Y
* N . - [N
KinpklcHe BHaHavyaHHA XnoprekcuauHy birniokoHaT - Big 0,475\@@0}5_%5\.9@: ;m“/ 0,479 mrimn
L VT LI A
el

13. KomeHTapi:
14. 3assa npo
cepTrudikauin:

UrM A 3acBigyylo, Wo HapefAaHa srwe iHhopmMatlia € gocroeipHow Ta ToqHol. Lo cepio npoaykuii Byno supobneHo
{BrAKOYaOYN NaKYBAHHA/MEPKYBaHHA) Ta NPOBEAEHO KOHTROAL Il AKOCTI H2 BULLE3a3HaYeH i AinbHWLI ¥ NOBHIRA
BlANOBIAHOCTI 3 BUMOraMu GMP, ECTAHOBAGHUMU MicLeBpfMperyiITOPHUM CpraHom, & TAKoX BianoBigHo Ao
cneyundikauill, o MICTATLCS ¥ peECTRaUiNHOMY Noche, MpeiRipan BMpobHUUTREA, NakyBatHs Ta aHanisie 6yno

nénopaxena ocoba 3 gKOCTi

17. JaTa nignucaduxs: }fa_fmw

YROaHORAMEHA

o8a
)Kapgfam 2 A.




AivicHnit Ha TepuTopii Yikpainy I Hansussent

V’s*h'p;’"a@ TOB "AKN "®APMALLEBTUHHA ®ABPUKA"

babpuxa nikie
Cyuacsi dopmyny 3nopos’s M. XKuromup

YkpaiHa, 10014, M, )Knutomup, By, JIepMOHTOBCEKA, 5, T. 48-11-31, T/¢. 48-11-28

CepTudikar cepii nikapcbkoro sacody Ne 20537

1. Ha3sa npoaykKuii: xnongKCMnMH

2. KpaiHa-supobHuk: YKPAIHA

3. Homep peectpauiiiHoro nocsigyenna:  UA/18239/01/01

4. Cuna pii/aKkTUBHICTD: 100 MA PO3YUHY MICTATH PO34UHY XNOprekcuanHy BirniokoHaTy 20% - 0,25 Ma

5. Jlikapcbka ¢opma: PO34MH 1A 30BHILHLOr 0 3acTocyBaHHs 0,05%

6. Po3Mip Ta TUN NaKyBaHHA: no 100 ma y pnakoHax 3 KPULKOK-KpanenbHULE | KpUILKO. MapkyBaHHs YKpailHCbKOoI0
MOBOIO

7. Homep cepii: 90724 Po3mMmip cepii: 17100 wiT

8. faTta BupobHKUTBaA: 07.2024

9. Nlara 3aKiH4eHHA TepMiny npupaTHocTi: 07.2027

10_- HasBu, appecu Ta HoMepwu niueHsii BupobneHo, BKAOYAKYM MAKyBaHHA/MapKyBaHHA Ta KOHTPOSbL SKOCTI Ha AiNbHMUIL 3

BCiX  AinbHULUL 3 BMPOGHMLTBA  Ta pupobHUUTBA pPigKUX Ta M'AKux Jnikapcbkux 3acobis TOB “[AKIT "®apMauesTu4Ha

KOHTpONnio  AKOCTI: abpuka" 3a aapecoto XKutomvipcbka 061, 2)KUTOMUPCHKUA  paiioH, c.CTaHuwiBKa,
BY/. Koponbosa, 6.4; niuensia Ne:AB 598036; csimourtBo npo atectauiio ®XJ1 Nel27,
cBigouTBo npo aTecrtauilo MBJ1 Ne227

11. Ceptndikarn signosignocti GMP ans Beix AinbHUUL, HaBeAeHUX y n.10:
12, Pe3ysnbTaTh aHanisis:

MNokasHukKn Bumorn HTA PesynbTaTn
Onuc Mpo3zopa 6e36apeHa pianHa 6e3 3anaxy Bianosinae
laenTudikauin 3rigHo MKS 113 Bianosinae
Mpo3sopicTb MpenapaT mMae 6yTy NPO30pHM Binnosinae
KonboposicTb MNpenapaT Mae 6yTu 6e36apBHNM Bianosinae
n-XnopaHinin He 6inswe 0,005 Mr/mn Binnosiaae
06'eM BMICTY YNaKoBKH He MeHLe 3a3Ha4YeHOro Ha eTUKeTLi Bianosipae
Mikpo6ionoriuna uucrora 3rigHo MK4 J13 Bianosinae
Ynakoska 3rigHo MKA 13 Bignosinae
MapkyBaHHSA 3rigHo MK4 13 Bianosinae
pH Bin 5,5 no 7,0 6.05
BinHoCHa rycruHa Big 0,997 no 0,999 0.998
KinbkicHe BU3Ha4YeHHA XsoprekcuauHy BirmokoHaT - Big 0,475 mr/mn go 0,525 Mr/mMn 0.519 Mr/mn

13. KomeHTapi:

14. 3asasa npo Lium 5 3acBigyylo, Wo HaBeAeHa Bulle iHopMallis € O‘CTOBlpHOIO Ta To4yHol. Llio cepito I'lpO}:l,yKU.II 6yno BmpoﬁneHo

cepTudikauio:  (BKIIO4AIOYYN NAaKYBaHHA/MAaPKYBaHH:) Ta NPOBEAEHO KOHTpOTIb Ti IKOCTi Ha BuiLLIe3a3HAYEHIN AlﬂbHMLl,I y NOBHIN
signoeigHocTi 3 BuMoramu GMP, BCTaHOBJIEHUMY MIQI;lEBMM pPerynaToOpHYM OpraHoM, 8 TakoX BiANoBiAHO A0
cneuudikauin, Wo MiCTATLCA Y peECTpaLl.lVIHOMy nOGBE- Hporramnm BUPOBHULITBA, MaKyBaHHA Ta aHanizis 6yno

neperfisaHyTO Ta BCTAHOBJIEHO BiANOBIAHICTE GM AN
X
15. Mpissuwe Ta nocaga ocobu, AKa BuAaNa RO3BIsN Ha Bunch qepw 7 qopnona)xena ocoba 3 AKOCTi __ _
16. Nignuc ocobu, ska BUAKaNa AO3BIN HA BUNYCK cepii: 03 /V £y

e RS NEHE ‘/‘“
. ocoba
Pt ADCHKE AL

e ST




Aikcrui Ha TepuTopit Yapaivs

ViS"p‘(“m"'mMa‘[F _ TOB "AKN "®APMALLEBTUYHA ®ABPUKA"

Cyviaeni Wn. MfopoA‘A M. )KIlTOH | p

YkpaiHa, 10014, M. XuToMnp, Byn. lepMOHTOBCLKA, 5, T. 48-11-31, T/d. '48411-28 DEKRA

_ _ Cortind

1. Hazea npopyxuli: XJOPrEKCAOMH

2. Kpaina-supobHnk: YKPAIHA

3. HoMep pescrpauifiHoro nocslpuenns:  UA/18239/01/01

4. Cuna pil/axTuBHicTs: 100 M po3YMHY MICTATL po3HKMHY XAoprekcuauHy BirnoxkoHaTty 20% - 0,25 mn

5. flixapcsxa hopma: PO34YKMH ANA 30BHILIMLOro 3acToCyBadHA 0,05%

6. Pozmip Ta TUN RakysaKun: no 100 Mn ¥ hnakoHax 3 KPUILKOK-KpaneAbHUUelo | Kpuwkow. MapkyeaHHA yKpatHcbKOw
MOBOIOD

7. Homep cepii: 10123 Poamlp cepli: 15 516 wr

B. RaTa smpoGHuUTES: 01.2023

9. RaTa 3aKiHyenHs Tapminy npuaatHocrl: 01.2026 ;

10. Hassu, appecu Ta HomepM niueHsil BupobneHo, BraOYaDYM naKyBaHHnmapKyBaHHﬂ T8 KOHTPOJb AKOCTI HAa AinbHMUI 3

pclx glnbuwus 3 pupobHMuTRA Ta supobHUUTES PpPIAKMX Ta M'AKUX Jikapcbkux 3acobie TOB "AKM . “d®apMmaueBTw4Ha

KOHTPOMI  AKOCTI: dabpuxa" 3a agpecols MuTomupcoka obn KuToMmupcexuil paion, ¢.CTaHWWwiBKa,
pyn.Koponsosa, 6.4; nlueHsia MNAB B98036; ceigouTso npo avectauiln ©X/ MNel27,
CaigoUTEO Npo aTtectadin MBS Ne227

11. CepmudikaTv planosipnocti GMP pna ecix glnsHuus, HaBsgeHuwx ¥y n.10: 020/2022/GMP

12. PesynsTaTh ananizie:

* NoxaaHmku Bumorun HTA PezynstamM
°l'l_l.|C ~ - | Nposopa Ge36apBHa piavHa 6e3 3anaxy Bignoeinae
InenTwdikauln © | 3rigno MKA N3 : Bianosinae
NMposopicTk Mpenapat Mae GyTH NPO3OpUM Blanosinae
Konsoposicts MpenapaT Mae GyTn BesbapeHUM Bianopinae
n-Xnopadinis He 6inbwe 0,005 Mr/Mn Bianosinae
DG6'em BMICTY YyNaKoBKuH He MeHLIe 3a3HaveHOro Ha eTukeTLi ) ; Bignoelnae

3aransHe YWcno aepoﬁﬂux pikpoapnatism| g {haMC) 102 KYO/mn . .
Mixpoblonoriuua sucrora 3aranbHe YWCNO OPINAMGBUXT2 ﬁmceuémeim; G ig {TYMC) 10~1 Bignosinne
KyO/mn \;,f N
BipcyTHicTs Staphylocglels au u;g J‘ ‘HS
BigeyTHicTb Pseudomgin®s/a 053 B 1 Mn v’\
[ W T
Ynakopka 3rigHo MKA A3 H 5[ " j: M 1Z, Binnoeinae
A £ E a L ;J: ;l Anoein;
MapxysaHnA 3rigHo MKA 113 \\?D(\" .a:'"/ Sy Bipnoslaae
' L 4+ /S
AN 5 ‘ v e ) /
PH Bin 5,5 Ao 7.0 &; 3183 Y 6.5
28 e AN
ot LTI PR ]
BlopHoCHa rycTwHa : Bin 0,997 no 0,999 0.998
KinekicHe BM3HA4YEHHA XnoprexcuawHy SirnwKoHaT - 8ig 0,475 mr/mn go 0,525 Mrimn 0.5 mrimn

13. KomaHTapi;
14. 3ansa npo  UwmM A 3aceinyyo, WO HaBepeHa Bulle iHpopMauin e A0
cap'ru¢lx,au.ilo: {BKnIO4AIC4W NaKYBAHHA/MAPKYBaHHA} Ta NPOBEAEHD
BiANEBIAHOCTI 3 BUmMoramMu GMP, gcTaHoRNEHUMI MicYME
cneurdlkauii, Wo MICTATLCA ¥ peer:'rpaulﬁnony AocHE
MeparnaHyTo Ta BCTAaHOBNEHO BiANOBIQHICT
15. Mpiaskuie Ta nocapa ocobu, AKa sunana no3sin Ha B
16. Nianuc ocobu, axa pupana no3sln Ha sunyck cepli:

gipHOK Ta Tounow. Lo ceplio npoaykuli 6yno empobneso
Nk 1T AKOCTi Ha BUILe3a3Ha4eHiA AlnbHML ¥ noBHiRA
RCYNATOPHUM OPraHoM, a TaKeX eianosigHo fo

atonu BupobHNUTEA, nakyBaHHsA Ta aHanizis Gyno

ocoﬁa

Wapcuka P.A.




Vishpha'

hatpusa nikia
Cynacui dopmynn spopon’s

1. Haapa npopayxuli:
2. Kpaina-enpobunk:

Aidcrnd na TepuTopll Yxpainu

TOB “AKN "GAPMALLEBTUYHA ®AEPUKA"
M. XKuToMMp

Ykpaika, 10014, m. Xuromup, syn. lepmorToscoka, 5, T. 48-11-31, 7/¢h. 48-11-28 DEKRA
ggmumhsﬂ ggpi"[ ﬂiKQMEKQm 33;@1 Ne: 12028

XNOPrEKCUANH
YKPAIHA

3. Homep peecTpaulitnoro nocriguennn:  UA/18239/01/01
100 Mn posuqiHy MICTATE PO3YMHY XNOPreKcuguHy 6Irn|0KoHaTy 20% - 0,25 mn

4, Cuna ali/akTusHicTs:

5. Nixapcuxa opma:

6. PosMip Ta THR NaAKyBaHHA:

posunH Ans 30BHlWHbOro saacTocyaawHa 0,05%

Cargfiad

no 100 ma y hAakoHaX 3 KPULLKOI-KPAMERbHILIE | KPUWIKOID. MaRKYBaHHS YKpaiHCsKol

MOBOIO
7. HoMmep cepii: 70723 _ Poawmip cepli: 16938 wr
8. flaTa supoGuuuTEA: 07.2023

9. NaTta saxinvenus Tepminy npuaaThocti: 07.2026
10, Hassu, appecH Ta womepu nlueusli BupobneHo, BkKHAKHMW nakysauusmapnynaﬂﬂﬂ T3 KOHTPOMb AKOCTI Ha BiasHuyi 3
Ta gupobHULUTAA RIGKUX Ta M'Akux nikapckkux 3sacobiz TOB "AKM "dapmauyesTUiHa
afpuka® sa agpeccie MuToMUpcbka ofn. KuTomupcekuid  paitor, c.CTaHuwleka,
eyf. Koponboea, 6.4; rigeHsia NeAB 598036; celaourec npo aTtecTauie ©XJ1 Nel27,

BCiX pinsuuue 2 pupobuMUTEA

KOHTROMO  AKoCTI:

ceigoyTeO Npo aTecTauilo MBJ Ni227

11. CepTudpixary eignosinnocri GMP ana ecix olnsHuilh, HasegeHuX ¥ N.10: 020/2022/GMP

12. PeaynsTaTik ananisis:

MoKasHRKN Bumorn HTA Peaynbratn
Onuc fipoaopa GesbBapexa piavHa 6e3 zanaxy Bignosinae
loaenwtudginauin 3rigHo MKA /13 Bignoaigae
flposoplcTe NpenapaT mac GyTH nposopuM Bignoeinac
Konsoposlcth NpenapaT Mae GyTu GezbapBHUM Bignosinae
n-Xnopaniniu He 6lnbwe 0,005 mrimn Bipnogigas
06'em sMlcTy ynakoexu He meHlie 3a3HaYeHoro Ha eTuKeTU! Bianoeinae
3arancHe Yncne aepobHUX MikpoopraxizMie (TAMC) 1072 KYQ/mn
MixpoGlonoriuna sucrora 3aransHe YUCno ApixIKORKX Ta NalceHesmx rpubis (TYMC) 10~1 Bianosiaae
KYO/mn
BERC}‘TH?CTh Staphylocaccus sureus B 1 Ma
Ynaxoeka Bipnoslgae
Mapxypanun Bipnosigae
pH + : |o 6.2
I-- U\" \., ,r. .-"
BigHocHa rycTHHa Bin O éw h H,999 A / 0.998
e 7
KinexicHe BUaHAYMGHRSA Xnopremwmm«o‘%) Big 0,475 Mrimn go 0,525 mrimn 0.495 Mr/Mn

13. KomeuTaph

14, 3anpa npo LKM g 3aceipuayio, 10 HEBeAeHa BMiye iHdopMauls € A OCTY ipHmo Ta TouHow. UK cepin npo.qyxu,n ﬁyno BHpOﬁneHo

. capTudpicanlio:  (BKNICHAIYW NAKYBAHHA/MaPKYBAHNA) Ta nposep.eu 1- PLE
BianosigHoCTi 3 euMoramu GMP, BcTaHoBASHIMK b
cneundikayifi, o MICTATLCR ¥ peecrpaqiﬁHOMy AgcE
fieperAAHYTO Ta BCTaHOBMEHD BIANOBIQHICTEL GME

bEaxane ocoba 3 sxoctl

17. NaTa nignucaHHs: oﬂ&@é‘(fﬂdoﬁz}

15. Npizsmwiye Ta nocana ocobu, AKa BUAANA 038l Ha BUNYY .."
16. Mignuc ocobn, Axa ewpana iosein Ha BUNYCK cepii: é L

Wapceka P. A




T mm—— ® DiicHuii Ha TEpHTOPH Yrpai
V,Shqud‘ﬁpuhmﬂ TOB "OKN "®APMALLEBTUYHA ®dABPUKA"
Cyuachi dopwyns apopos’s M. )K“TOMHP
YkpaiHa, 10014, M. Xutomup, Byn. flepMoHTOBCEK, 5, T. 48-11-31, T/ch. 48-11-28
Ceprudikar cepii nikapcrkoro 3a 21269
1. Hazea npogvKulii: XNOPrEKCUAHMH
2. Kpaida-eupoOGHMK: YKPAIHA
3. HoMep peecTpauidHdoro nocein4enna:  UA/18239/01/01
4, Cwna piffaKkTMBHICTD: 100 Mn poO3YUHY MICTATE POHMHY XnoprekcuguHy 6irnokKoHaTy 20% - 0,25 mn
5. NikapceKa dopwma: PO34MH ANA 30BHILHLOMO 3acTocyBaHHA 0,05% '
6. PoaMip Ta THA naxkysaHHs! nio 100 MN ¥ (pnakgHax 3 KpULLKOoK-KpanensHULEID | KpULLKoto, [MapKyBaHHA YKPaATHCEKDKD
MOROIO0
7. Homep cepil: ' 60824 Po3mip ceplfl: 16938 wT
8. flaTa BMpoBHULTRA: 08.2024

8. flaTa =aKiHYeHHA TepMiHy npupaTHocTi: 08.2027 |

10. HazBw, appe<u Ta HoMepwm AiueH3li BupofiieHo, BKAKOHMBIOMM NAKYBAHHA/MApPKYBEHHA Ta KOHTPONE AKOCTI Ha AinbHUL 3
BCcix AiNLHMUL 2 BUPOGHMUTBA  Ta prpoGHULTRE pRIAKMX Ta M'AKUX AikapcsKux 3acobie TOB “"AKM "dapMauesTu4Ha
KOHTPOMIO  AKOCTi: $abprxka" 3a agpecolo MUTOMUAPChKE 06N, XKUToOMUPCRKMA paiioH, c.CTaHUWIRKE,
eyn.Koponsora, 6.4; niuensia NeAB 598036; cBifouTRo npo atectadiio OXA M127,
cBifoUTBD Npo aTecTauim MEJT Me227

11. Ceprudikatu BigneeigHocTi GMP gnn BCIX BinbHUL L, HaBeneHUX ¥y n.10:
12. PeaynwTaTH aHanizie:

MNMokazHUKK Bumoru HTA PeaynbTatH
Onuc Nposopa 6e3bapsra pionHa Ge3 3anaxy Bignoeifae
IlnenTndikauin 3rigHo MKA N3 Binnoeinae
Mpo3zopicTs [penapat Mae ByTv NposopumM Bianosinae
KonbopoRicTb Mpenapat mae GyTu GesbapeHuM Bianoeinac
n-Xnopauinly He 6inswe 0,005 mrimn Bignoeigae
06'eM BMICTY YNAaKOBKHK He MeHLWe 333HaYEHOro Ha eTUKEeTUI Bignoeinae
MlkpoblonorivHa ynucroTa 3rinHo MKA N3 Binnoeigae
Ynakoeka 3rigHo MKA 13 Bignoaifae
MapkyeaHHA 3rigHo MKHV‘ Hmm Blanoeipae
PH Big 5,5 z;?/ LA \&\ 6.38
BigHOCHa rycTuHa Big O #3-0 o'(}LQ)h FE “: ‘\"U_\\ 0.8974
KinukicHe BUaHa4eHHA Xnopr ]K% AUMH 3 Blp..'Q;#S MI/MA 20 0,525 MriMn 0.477 Mrimn
13. KoMeHTapi: *\?’r\\’-

14. 3aasanpo  UuM A 3acBlIYYI0, WO HaBe oSk BulLe p pHoio Ta TouHoie. Llio cepiio npo,u.yKuu Gyno BupobneHo
= e

capTuihbiKawio!  (BKN04AI04U NaKYEAHHA/MAPK Sk i AKOCTI Ha BUL@3a3HaYeH il DifbHULI Y NOBHIA
BRiANORIAHOCTI 3 BUMOramu GMP, _ﬂsneHmelc 5 u FynﬂTOpHHM OpraHoM, a TakeX BiAnosiaHo 0o
cneuudrikauii, Wo MICTATLEA ¥ peecTp FARGMY AOCE gTpKqnn BupoBHULITES, NAKYRAHHA Ta aHanisie byno
neperfsHyTo Ta BCTaHOBAeHO BignoBiaHIcTE GMP. :

15. MpizeMwie Ta nocana ocobu, AKA BUAANE RO3BIS HA BUNYCKA

16. Nignuc ocobu, Aka BUAANa AO3BIN HA BURYCK Cepii:

jpfiosaxena ocoba 3 akocti

17. [aTa nianwcaHHa: /Wé’f 204
|




V:shpha

gurbpuxa Alkla
Cyuacki gonsyn® 30cPob’R

Ceprudi epii nikapcbk cobv Ne 18162
1. HazBa npopyxkuil: XROPFEKCUAUH
2. Kpaina-supoGHui: YKPAIHA

Qidicnuit Ha TepuTopli Yrpaitn |

TOB "OKMN "®APMALEBETUYHA PAEPUKA"

M. XXuTOMMD

VYkpaida, 10014, m. XKutamup, ayn. JlepMoHTOBCRKaE, 5, T. 48-11-31, 1/, 48-11-28

3. Homep peccTpaulifiHero noceinyedun:  UA/I8239/01/01
100 mn po3unHy MICTATL PO3YMHY XNOPrekcuauHy BirnxkoHaTy 20% - 0,25 mn

4. Cuna plifakTueHicTb:

5. Nikapceka dopma:

6. PO3Mip Ta TN nakyBaHHA:

PO3Y4H ANA 30BHILHLOrO 2acTocyBaHHA 0,05%

no 100 mMA y hnakoHax 3 KPMLLKSIO-KPANEABHULEIO | KPULIKOK, MapKyBaHHA yKpalHCbKOK

MOBDIO
7. Homep cepli: 50324 Pozmip cepii: 16938 wr
8. NaTta supobHMTEE: 03.2024

9. fara saKiH4eHHA TepMIny npuwaaThocTi: 03,2027

10. Haspu, appecH Ta HoMmepwm niuensii BupobneHo, BKNICYEIOUYM NAKYBAHHS/MAapKyBaHHS Ta KOHTPO/Ib AKOCTI Ha AinsHuui 3
Ta gupofHMUTEA piaokux Ta M'AKWX fikapcekux 3acobis TOB "OKMN “OapMaleBTWYHa
thabpuka" 32 agpecoo XMutTomupchka obA. HYTOMUPCRKMA  palicH,
By Koponwoea, §.4; nlueHsia NeAB 59B8036; ceigoutso npo aTecTaulio ©XN Nel27

BCiIX minbHMUB 3 BHUpOGHWUTEA

KOHTROMIC  AKocTh:

cBigoUTBC Npo arectauilc MBA Ne227

11, CepTutpikaTn sinnoslavocTl GMP nnn Bcix AlNbHHILL, HaBepeHUx ¥ n.10:

12. PeaynbTaTh aHanizie:

MokaznukKu Bumorn HTH PesynbTaTH
Onuc Mpozopa GesfapeHa piauHa 6ez sanaxy Binnosinae
IneHTUdIKayla 3rigHo MKA 13 Blanoeigae
MposoplcTi Mpenapat mae 6yTV NpO30pUM Binnosinae
KonwoposicTb MpenapaTt mac Gyt GezbapeHuM Bianosinae
n=XnopaHinin He Binktue 0,005 mrima Bignosinae
06'em BMICTY YNAKOBKH He MeHlle 3a3HE4EeHOre Ha ETHKETLl.i Binnorinae
Mikpobionoriuna uucToTa 3rigHo MKH J13ﬂ ,‘;‘iﬂ“\}\o\ Bianoeipae
S A0
Mapkysansa 3rigHo MKsﬁJg( " E El n n‘ \lﬁé_ \l‘ Bignosinae
pH Bia 5,5 Ao %ﬁ“:\ ;;_/ 6.35

o0 iy

BiaHocHa rycTuHa Big 0,997 no% 3181vS ) .I‘/ > _/ 0.998
Kinokicue suzHaveHHn XnoprakcuanHy ﬁp& md = J‘ﬂ{d;z's Mr/Mn ge 6,525 mrimn 0.500 mrfmn

13. KomenTapl:

A

14. 3ansa npo  Uwvwm f 3aceiguyio, WO HaBeneHa sUILe iHGOpMaUin € ag
ceprudikanito:  (BKMOYAIOHWN NAaKyBaHHA/MEPKYRAHHA) Ta nNpoBeneHo 0

CTOBIPHOIC Ta ToqHow. Lix cepiic npoaykuii 6yno snpotaeHo
Ab il AKOCTI Ha BWlWesa3HadeHid AineHuul y nosHii

C.CTaHnwisKra,

15. lNplasnwe Ta nocafa ocobn, AKa BUAaNa Qo3Bin Ha BANYCKES
16. Nignuc ocoby, Aka empana pozela Ha Bunyck capli:




Wshp%

CywacHi dopmynn 3popos'n

1. Hassa npomyxkuii:
2. KpaTHa-EMpoBHUK!

3. Homep peecTpaulifiHoro nocBig4yeHHA:

4. Cuna pli/aKkrwpHicTb:

5. Jiikapcexa chopMa:
6. Po3Mip Ta TN NaKyBaHHA:

7. HoMmep cepli:
8. laTa eMpoBHULTBaA:

VkpaiHa, 10014, M. XKutomup, Byn. JlepMoHTOBCEKE, 5, T. 48-11-31, T/d. 48-11~28 '

|
AifcHuit Ha repuropfi' Yrpaium

TOB "OKN "®GAPMALLEBTUHHA ®ABPUKA"
M. XXutoMup

CepTtudikaTt cepii nikapcbkoro 3acoby Ne 22172

YNOPTEKCUAWH

YKPAIHA

UA/18235/01/01

100 MA po3YMHY MICTATE PO3YMHY XNOprekcuauHy Girmnokosaty 20% - 0,25 mna

PO34MH AN 30BHIWHbLOrO 3acTocyBaHHA 0,05%

no 100 mn y donakoHax 3 KPUWKC-KpaneibHWien | KPULLKCKD: MapkyRaHHA YKpaiHCLKOW0
MOBOIKD
60924
09.2024

PozMip cepil: 12438 wTr

9. flaTa zaklH4eHHA TepMiny npupaTHocTl:

10. Hazeu, agpecu Ta HoMepu nlueHsii

09.2027
BupaobnieHo, BKAKNHMBIGHW NAKyBAHHA/MAPKYBRAHHA Ta KOHTPOAE AKOCTI Ha HiAkHWUI 3

Bcix pinbHALE 3= BupobHuuTBEA

Ta

BUPOBHULUTRA pPiOKMX Ta M'AKMX hiKapcekux 3acobis TOB "AKI "®apMmaueBTU4Ha
dabpuka" 3a aapecoio XKUToMUpceKa obn. XKUTOMUPCBKMA paitoH, c.CTaHuiBka,
eyn.Koponsora, 6.4; niueHsia N:AB 598036; ceijouTeo npo aTecTauilo OXJ1 MNl27,
cBigouTBD Npoc aTecTauilo MEN Ne227

11. CeprudpixaTw BignoeigHocTi GMP nna ecix alnbHMUbL, HapaneHwx ¥ N.10:
12. PeayneTaTH aHanizis:

KOHTRONI®  AKOCTi:

NMoxkazHUuKu Bumoru HTR PeaynbTaTH
Onuc flposopa 6e3bapeHa piavHa Ge3 2anaxy Binnoeigae
laeHtudgikaria 3rigHo MKA N3 Binnosinae
MpoaopicTsb MpenapaT Mae 6YTU Npo3opuM Binnosigae
Kenuopoeicts MpenapaTt Mae 6yTU HaaBapBHUM Bisnoeinae
HO : ;
n-Xnopanlnix He 6inbLe 0,005 MriMA ﬁ(‘ o /J\ Bignorinae
- e N P
06'eM EMICTY YNaKOBKH He meHle 3a3HavyeHoro Ha eT L)h\ \\I HTIB \ B 1ANOBIAGE
A=
24 —
i i n g .y ‘ Bignoeinae
Mikpo6lonorlysa uncrota 3rigHoe MKS N3 ' 2 WE A i"] M |z |
T b o a1 ——_
YNakoeKa 3rigHo MK$ 113 \ \ “ /&) innoelAaE
MapxKyBaHHA 3rigHe MKA A3 \\\? 183 > \\‘:/ Bianosinae
\Qﬁ_nd M.
pH Bin 5,5 40 7.0 6.2
BiAHOCHA r'YCTHHA Big 0,997 no 0,999 0.598
KineKicHe BU3HaYeHHA XnoprekcuanHy BirnokoHaT - 6ia 0,475 Mr/ma fo 0,525 Mr/Mn 0.482 Mr/MN

12, Knmgrapi:
14. 3aaka npo
cepTutikauin:

hropipHor Ta TouHoio. Lo cepie npoayKUit Gyno supoﬁneﬂo
ok i AKOCTI Ha BULLE3a3HaeH R OinbHUUI ¥ NOBHIA

N pEryNaTOPHUM OPraHoM, & TaKoxX Bi,D,rICIB].ELHO Ao

3 I\M BUpOBHULTES, NaKyBAHHA Ta aHanizie Gyno

UuM A 3aceiguyio, WO HapegeHa suile iHGopMaLia € Ag
(BKﬂrO‘-IaPO'-IH naKyBaHHﬂmapKyBaHHn) Ta NpoBEASHO KOH

crieludikauill, Wo MICTATLCA Y peechaumHouy DOSHE. |
nepernaHyTO Ta BCTaNoB/eHs BifNosiaHicTE GMP

15. Mplzevwie Ta mocaga ocobu, Aka BUZana Ko3Rin HA BUNYC

16. Nignuc ocobu, AKa BUAANA DO3EiN HA BURYCK cepil:

. "?Ynoguoaameua
oco

)Kapcb“a Pap:




Vishpha'

Cyuaci dopmyns agopos’s

1. Hazea npogyxuli:
2. Kpaina-supobHuk:

Aidchiud Ha TepUToPi YKpatnn

TOB "OKNT "®APMALEBTUYHHA ®ABPHUKA"
M. XKuTomup

Ypaita, 10014, M. XXuTomup, Byn. JlepMOHTOBCLKS, 5, T. 48-11-31, T/, 48-11-28 § DEKRA
c i ii al Sv Ne 10244

XJIOPTEKCHIINH
YKPATHA

3. Homep peccTpaniiinoro noceigyannn:  UA/18239/01/01 _
100 Mn po3unHy MICTATE poaunHy XnoprexcuauHy SirnokoHaTy 20% - 0,25 M

4, Cnna gli/axTnaHicTs:

3. Rixapceka chopmas

6. Poamip Ta THR NAKyBaHHA:

PO3IYUH ANA 30BHIHBOrO 3acTocyBaHHs 0,05%

no 100 mna y hnakoHax 3 KpULIKOID-KpanensHULUEeo i KpuiKkolo. MapKyBaHHA YKpaiHCBKOID

MOBOW
7. Homep cepli: 30523 Poamip cepii: 11844 wr
8. AaTa supobuuursa: 03.2023

9. AaTta saxinvennn Tepminy npupariocrh: 05.2026
10. Hazaw, appecw TR HoMmepn ninexsli BupobneHo, BKAIKHSIOUY NBKYBAHHA/MEPKYBAHHA Ta& KOHTPOMb RKOCTI Ha AinbHWyi 3

gcix gineunus a  sBupolnnurea

KONTPOMK AKocTi:

Ta gupobHuUTREA plaKUX Ta M'AKKX nikapcexmx 3acobis TOB

"PapMayeeTWiHa

habpuka” 233 agpecoio XUToMupcska obn. XKuToMUPCLKKA paitoH, c.CTanuwlaka,
pyn.Koponboea, 6.4, nigeHIis MNeAB 598036; cBigouTso npo artecTauike XN MN127,

cBigouTBo npo artecTaulic MBM MNe227

11. CepTudixarn signosignocri GMP gana ecix glnsauns, Hasegeunx y n.10: 0620/2022/GMP

12. PasynusTaTtk ananisie:

MoKasHWKW Bumorn HTQ PaaynotaTh
onuc Mpesopa SealiapeHa piguHa 6e3 sanaxy Binpnorigae
lpesrudixanis 3riaHo MKHA N3 Bianceinae
NpoaoplcTh MpenapaT Mag 6yTH NpoaopnM Bignoslpae
Konboposicts {TpenapaT mae GyTw GesbapaHum Bianos!pae
n-Xnoparizin He Ginbwe 0,005 Mmr/Mmn Bignopinae
06'em BMicTY YyRaxkosxn He MeHLWe 3a3HaveHoro Ha erukeTii Bignosigae

3aranbHe Yncac aepaBHNX Mix Redigie (JAMC) 102 KYO/Mn ; :
MikpoGionoriua sncrota 3arancHe Yncao ApixKAKORA EHeBUX T s MC) 1071 Blancalaac

KYO/mn g \’f ;

BipcyTHicTe Staphylococce e Rq_ WwEHITIB 3

Bt,qcy'micn_. Pseudomonagafuginosa e 1 mn . \8
Ynaxosxa 3rigHo MKA N3 ({ 5[ " E a£1 " ]§ } Bignoeigae

-- f:
MapKysaHHy 3rigHo MKA N3 \\‘(\ ‘-‘n/,/ ; / Bianoeinae
U 1 rﬂ /
pH Bia 5.5 A0 7.0 \Qj o 6.3
X -f”(J 1.

BlaxocHa rycTuHa Big 0,997 no 0,999 0.998
KinuxicHe BuUsHAYSHHSA Xnoprexcup,uﬁy BirmokoHaT - Big 0,475 mrimn go 0,525 mMrimn 0.499 mr/mn

13. Komantapi:

14. 3anea npo LM A 3aceigyyio, Wo HaBegeHa suile IHpopmMalia e ggcTosipHoo Ta TouHow. Lo cepio npoaykyii Byno enpofiners
cepTdixauho: (sxaw4aw4M NaKyBaHHA/MapKyBaHHA) Ta npoeegeHy KOHTPONE I AKOCTI Ha BULLe3asHaYerii ginsHMLl ¥y NOBHIR
BiANOBIAHOCTI 3 BUMOraMn GMP, BCTaHOBREHKMI MICHEMM PEryATOPHUM OPraHoM, a TakoxX sianoeiaHo go
ikaui i i . OTOKOJ'IK snpobHMLUTBa, NakyearHs T& ananisie Byno

%xmma ocoba 3 sxocri

15. MNpizsniie Ta nocaga ccobnr, fxa sugana no3slin Ha BUDY
16. Nignuc ocobn, Aaxa Bunana goasin Ha BMnyck cepii: /

17. Bata ninnncaunn:!ﬁ@f Jc@(j

Xapchka P A,




Vm . AlAcHud Ha TepuTopii Ykpatnn
s pmmah TOB "AKN "®APMALLEBTUYHA ®ABPUKA"

Cysacul popmyr anopoa’s M. )KIITﬂllllp

YkpaiHa, 10014, M. 2Kntomup, Byn. JlepMOHTOBCkKA, 5, T. 48-11-31, T/¢h. 48-11-28

C bi i A 6y Ns 8708

1. Hasea npogyxuli: XNOPFEKXCUAWH

2. Kpaina-supoBHuK: YKPATHA

3. Homep peccrpauliivore nocelpuenHa:  UA/1B238/01/01

4. Cuna giifakTUBHICTL: 100 Mmn po3YMHY MICTATL PO3SHUHY xnoprekcnauHy GirnwkoHaTty 20% - 0,25 MA

5. fliapcoxa dopMa: PO3YUH ANRA 20BHIWHBLOY 3acTocyBaHHA 0,05%

6. PoaMmip Ta THN NaKkysaHHA: no 100 mA y dnakoHax 3 KpUWKO-KPanenbHALED | KpULLIKoD. MapkyBaHHA yKPaIHCbKOD
MOBOIO

7. Homep cepil: 20323 Po3awmip cepli: 16974 wr

8. fava supobHnuTEA: 03,2023

9. flaTta 3axkiHyeHHa TepMiny npupgaTiocti: 03.2026

10. Hazen, appecw Ta Homepw nluewsli BypobneHo, BKAKYANMKM naKyBaHHamapKyBaHHn Ta KOHTPONb AKOCTI Ha AiAbHMUI 3

Bcix plnbumus 3 BupoGHMUTBA TG BupoBHUUTBa pigkux Ta M'AKMX Nikapcekux sacobis TOB "AKN “"dapMauesTuyHa

KoHTponi sAKocTl: dabpuka” 3a afapecows XUToMUpCbKa obn. XKATOMUpCeKUA paiioH, c.CTaHwvwisxa,
syn.Koponbosa, 6.4; nideHsla NeAB 59B036; ceigouTso npo aTecTauilc ©XJ1 MNal27,
cBlgouTso npo artecradily MBA Ni227

11. CepTudixamn signoslgnocti GMP gns scix alnsHMub, HaBepeunx y n.10: 020/2022/GMP

12. PesynbTaTh ananlaie:

Noxkanuxu BnMorn HTQ PesynsTarm
OnmMc Mposopa 6e3bapeHa plavHa Ges 3anaxy Bignosinae
inenTudixaia 3rigHo MKA N3 Bignopiaae
fpozoplcTk MpenapaTt Mae 6yT NPO3OPUM Bianosinae
KonropoeicTs MpenapaT mae Gyt BeabapsHuM Binnoeinae
n-Xnopauinlu He 6inpwe 0,005 Mr/mn Bignoeinac
w‘ “'ii‘_‘ By \\ .
06'em BMICTY YNaKoBKM He MeHLWe 333Ha~|enor eTu.l Bianosinae
1 i(i
3aranoHe 4ucno aep 9 aﬂiwia\fﬂ\ C} 1072 KYQ/Mn . :
MIKRoSionerl N YMeTOTH 3aranbHe Yncno ,qpl am CEHEBMX iB (TYMC) 10~1 Bianosiaae
KYQ/mn u
BigcyTHicTs Staphyl m cus
BincyTHlcTs Pseudomchas aerugln Sa B 1 MA
Ay
¥nakoexa 3rigHo MKA N3 \*\4- c Sy Bianesiaae
P I T S
o T g sy
MapxyeaHHs 3rigno MKA N3 Wﬂ{m 51._,‘_-‘_\/~/ Blanosinae
pH Bigp 5,5 a0 7,0 6.3
BigHocHa rycrusa Big 0,997 no 0,999 0.998
; KinpkicHe smasa4veHHA XnoprekcwguHy GirnwokoHaT - Big 0,475 mrima ao 0,525 mr/Mn 0.502 mrimn

13. KomeuTapl: A

14. 3asea npo  Llum A 3acBiguyio, Wo HaBeAeHa BYLLE iHdopMauin € AoCxoBipHOI Ta TodHo. Lo cepilo npoaykulii 6yno BupobneHo

ceprudikaulio: (BxknwYa09M NaKyBaHHA/MapKyBaHHA) Ta NpoEeje .
BignoBigHocTi 3 BuMoramMu GMP, BcTaHOBAeHUMK MItLleBMMDEryNATOPHNM OPraHoM, 3 TaKOX BianosigHo Ao
creyudikauli, wo MiCTATECA Y peecTpauiiHomy i ATQKONW BUpoBHULITBA, NaKyBaHHA Ta aHanizis Gyao
NeperasHyTo Ta BCTAHOBNEHO BignosiaHicTe GME 4

15. Npissmwie Ta nocapa ocobu, Aka ewaana noseln Ha punye

16. Nianwc ocobu, sKa supans possin Ha BMNYCK cepii: /ﬁ'

ppaxxena ocoba 3 axkocti

17. flaTa nignucanus: Z 7. 04 J’,’(fo

YNoBHOBZMEHA
peofa




Ailkcnnit ha TepwTopli Vkpaivm

TOB "KM "®APMALEBTUYHA ®AEPUKA"
M. XKutomup

Vishpha

datpuxa nliia
CyuacHi dopmynu 3jopos’a

YkpaiHa, 10014, mM. HutoMmup, Byn. NlepMoHTOBCEKa, 5, T. 48-11-31, T/ch. 48-11-28

ikaT il nikapchkoro saco e 23892
1. Hazea npogykuji: XNOPTrEKCHMAWNH
2. Kpaina-eMpoBHux: YKPAIHA
3. HoMep peecrpauiéiioro noceipyenna: UA/18238/01/01

4. Cuna pi/akTURHICTB: 100 MA PO3YUHY MICTATE PO3IHMHY XNOPrekKCUANHY BirniokoHaTy 20% - 0,25 MR

5. Nlixapceka chopmMa:
6. PoaMip Ta TMN NakyRaHHA:

PO34MH ANS 30BHIWHBOro 3acTocyBakHa 0,05%
no 100 Mn y hnakoHax 3 KPUWKOK-KpanensHULEID | KpUko. MapKyBaHHA YKPaTHCLKO0

MOBOIO
7. HoMep cepii: 101124 Poamip cepii: 9918 wt
8. DaTta eMpobHULTRA: 11.2024

9. llaTta 3aKiHYeHHA TepMiHy npugaTHocTi; 11.2027

10. Hazew, appecu ¥a HoMEPM niUeH2il Bupo6ieHo, BKAOYAKHM MaKyBaHHA/MAPKYBEHHA Ta KOHTPOMbL AKOCTI Ha AinbHUUI 3

ECiX AinbHMUL 3 BMpOGHMUTBA Ta BAPOSBHULUTES pPIOKUX Ta M'AKKMX nikapcskux 3acobis TOB “IOKN "drapMmauesTW4Ka

KOHTPOMIO  AKOCTI: thabpwka" 3a appecolo MMuTomupceka o068 NMATOMUPCEKWA  palodH, c.CTaHWWwiBKa,
Byn.Koponeoga, 6.4; niueHsia N:AB 59B8036; ceiaourso npo aTecTauio ©XJ1 Nel27,
CBiAOUTBD Npo aTecTauilo MBA Ne227

11. CepTudhikaTu BipnoeinHocTl GMP nna BcixX OiNbHUMUL, HaBegeHUXx ¥ n.10:
12, PeaynsTaT aHanizie:

NoKa3HuKK Bumoru HTA, PesynuTaTi
onuc Mpo3opa GesbapeHa piavHa Be3 anaxy Bianosiaae
InenTudikauyis 3rigHo MKA N3 Bignoginae
Mpo3opicTs Mpenapat Mas 6yTh Npo3opum Bipnosinae
Konwoposicts MpenapaT Mae 6yTr GesGapBHIM Bianosigae

- . Bianosinae
n-XnopaHinin He 6inkwe 0,005 mrimn
p e
R} DBl T : 2
OG'em EMICTY YNaKoBKM He MeHLWwe 333Haqe|-|//¢4/¢§,e‘mxeiniu ~ R Bigpnosigae
8 < .
MikpobionorluHa uncroTa 3rigHo MKS N3 / JOKYME HTIB \ o Bignosinae
A “n w \E ‘ : .
YnaKoeRka 3rigHo MK N3 ({ 3[ " E aﬁl fJg ) Bignosifas
’-‘ Eq/ - .
MapkyBaHHA 3rigHo MKA N3 \\V‘\ & ;I!’ Binnoeinag
\
pH Bin 5,5 80 7,0 \,‘O 1 % /\\ 6.24
.I'! B3 1
i : 7
BinHOCHA MYCTHHA Big 0,997 ao 0,999 0.998
KinpkicHe BusHa4eHHA XnoprekcwauHy 6irmokoHar - Bia 0,475 Mr/mMn Ac 0,525 Mr/MA 0.477 mrimn

A

13. KoMeuTapi:
14. 3anea npo

LIuM 51 3acBifuyio, Wo HaBeneHa Buule indopMauin €
ceprudixauin:  (BKNKYAOYM NaKYBaHHA/MapKYBaHHA) Ta NposeneHo
BiANoBiAHOCTI 3 BUMoramyw GMP, ECTaHOBAEHWUMY Mi
cneuudikallii, Wo MICTATLCA ¥ peenpaumuomy AGEEE
neperAAHYTE Ta BCTAHOBIEHO BIANCRIAHICTE GMEB#¢
15. MNpiapvlye Ta nocana ocobu, AKA BUAANA ROIBIN HA BUNYCYSF
16. Mignuc ocobu, AKa BUZana Ao=Bin HA BMMYCK cepli:

”

s lgoaa)xena ocoba 3 akocri

{pHoIo Ta To4HOoW. Lo cepio npoaykyi 6yno supobneHo

(s s
¢ BV Qlery IATOPHNM OPFaHOM, 3 TAKOX BiRNoRBiAHO [0

& e\u BMPOBHWLITEE, NakyBaHHS Ta aHanisis byno
*

b TF AkocTi Ha BULLEe3a3HAYEHIR ,ulnhHuu,l y nosHliA

Wapcoxa .7

17. Rare manucanss: 24, M ZOAL




AidcHid Ha Tepwropii Ykpaitu

TOB “AKN "PAPMALEBTU4YHA PABPUKA"
M. XKUTOMUP

Vishpha'

hatipuna ki
Cywacri hopmynn 350poB'a

Y¥Kpaina, 10014, M. XKutomup, By, JlepmaHToBCEKa, 5, T. 48-11-31, T/ 48-11-28

CepTudiikaT cepii nikapcbkoro 3acoby Ne 27461

1. Hassa npogykuii: XNOPTEKCMAWH

2. Kpaina-supobuunx: YKPAIHA

3. Homep peecTpauiiisoro nocelguenns:  UA/18235/01/01

4. Cuna piifaKkTuBHICTh: 100 Ma po34UHY MICTATE PO3YMHY XNoPrekcuanHy SirnwxoHaty 20% - 0,25 mn

PO34MH ONA 30BHIWHBOMO 3acToCcyBaHHA 0,05%
no 100 M v chiakoHax 3 KPULIKOK-KpanensHUUeo | KprKkao. MapKyBaHHA YKpalHCLKO

5. Nikapcoxka dopma:
6. Poamip Ta TMN NaKyBaHHA:

MOBOIKD
7. Homep cepii: 100425 Pozmip cepii: 16920 wr
8. larva eMpoGHMLTRA: 04.2025

9. Nara 3axinyaHHa Tepminy npuaaTHoctl: 04.2028

10. Hassu, aapecn Ta HoMepW niuensii BupoSneHo, BKAKGHAKYW naKyBaHHﬂfmapKysaHHﬂ Ta KOHTpONb SKOCTi Ha QiAsHWUi 3
BCiX  AiNbHUUB 2 BUPOGHMUTEA  T& pupoBHVUTEa PIOKUX Ta M'skux nikapckkux 3acobie TOB "KM “®apMalesTU4Ha
KOHTPONK  AKOCTI:

csigouTeo npo aTtectaulke MBA Ne227

11. CepTudpikaTun eianosipnocti GMP ana ecix aglnsHULe, Hapenenux y n.10: 015/2025/GMP
12. PesynbTaTH aHansizis:

drabpuka” 3a agpecow MUTOMUpCEKa o6A. KUTOMMPCEKMIA  paloH, c.CTasHWwWwiIBKa,
sys.Koponwoea, 6.4; niuensia NeAB 598036; ceiaouTee npo aTecTauiic ©XJ Nel27,

MokasHUKK Bumorn HTI PeayabTaTh
Oonuc Npo3opa GesbapeHa piguHa Gea 3anaxy Binnoeinae
InenTudlkauls 3rigso MKA N3 Binnosinae
MposoplcTh MpenapaT mae ByTh NpasopuM Binnosinae
KonboposicTs MpenapaT mae Byt 6eabapsHUM Bignicaigase
n-Xnopaulni He 6inbwe 0,005 mrimn Bianoeinae
O6'eM BMICTY YNAKoBKH He MeHLle 333HA4YeHOTO Ha eTUKeTL| Bianosigae
MikpoGionoriuna uncrora 3rigHo MKA A3 Bianoeigae
YnaxoBka 3rigHo MKA N3 Bianosigae
MapkyBsaHHA 3rigHo M%ﬁ%ﬁ\ Bianoeinae
pH Big 5 ;//( S i 2\ 5.9
BiaHOCHa rycTHHa Big f7,8% &H\Q\QQH L \f) \\ : 0.998
KineklcHe EH3HAYEHHA xn % cup I;MT(: Egié-#'d}'s Mr/ma oo 0,525 mr/mn 0.504 Mr/mn

13. KoMeHTapi:

AW YA/

14. 3asBa npo Uwm A 3acBigqyio, Wo Has qﬁ*aﬁb e iHthopM 3 g 0y TOBipHOIO Ta TovHOwR, Lo cepie npo,quuu Byno Bupoﬁneﬂo
cepTuddikauio:  (BKN04aI0YM NAKYRAHHA/ME w:;lél) Iyd rﬁ)@ 150 TpDnh il AKOCTI Ha BULLR3a3HaY @HIA AiNbHWLE Y MOBHIA
eignoeigHocTi 3 BUMOramn G mwpaﬂeaby Mi erynnTopHmm opral-:oM a TAaKoOX ainnosi.uHo ao

cneunikauii, Wo MICTATECH ¥ pe
nepernfaHyTo Ta BCTAHOBMEHO BIAMORIAHICTL G
15. Npiasuwe Ta nocana ocobn, AKa BUOANa QO3BIN Ha BUAN
16. Nignuc ocobM, AKa EHAaNa A03ElN Ha BuUnycK cepli:

BHOBaX aHa ocoba 3 AKocTi

17. AaTa nignucaHHsa: 0,{(9 fM

¥EH
ocoﬁa

Xapcbka P A.
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