"‘"'-""“u-..._-r" - AidcHns Ha repuropli Ykpaitiu
VlShBQ“ g TOB "AKN “®APMALIEBTUMHA ®ABPUKA"
Cysacui dm;'mynu 3popos‘n M. )K“TOMHP

YKkpaiHa, 10014, M. XKuTomup, syn. flepMonTOBCEKA, 5, T. 48-11-31, T/, 48-11-28

ixaT
1. Ha3sea npopaykuii: CUHA®AAHY MA3b
2. Kpaisa-supobHMK: YKPAIHA
3. Homep peecrpauintoro noceiguyenHn: UA/9345/01/01
4. Cuna paiifaKTuBHICTE: 1 r masi micTuTe HAyounHonoHy aueToHiny 0.25 Mr
5. Nlikapceka dopma: Ma3b 0.025%
6. Poanip Ta TR nakyBanua: ne 15y Ty6i; no 1 Ty6l B nauy; 3 MapKYBIHHAM YKPAIHCLKOIO Ta POCIACHKOIO MOBaMU
7. Homep cepii: 10123 Posmip cepli: 38 480 wer
B. Nara BupobHMUTEA: 01.2023

9. RaTa saxiuyenns TepMlny npuparkocti: 01.2028

10. Ha3sw, anpecu Ta mnoMepu niuenzli Bupobneno, Braouaoun nakyBaHHA/MapKysanHa Ta KOHTDONL SKOCTI HA AlnbHUUi 3

BCiX  minbwuub 3 BupoBHMUTBE Ta BUPOGHUUTBE DIfKUX Ta M'AKUX nikapcekux 3acobis TOB “AKM "®apmauesTutHa

KOHTpORnw  sAkocTi: $abpuka™ 3a appecow KuTomupcbka 660, MuToMupcukuii paitor, c.CTanuwiska,
BYN.Koponkosa, 6.4; niueHsis N:AB 598036; ceipouTso npo artecTalin OXJ N:127,
cslgoutse Npo aTtectauin MBS Ne227

11. CepudbikaTtv BignosigHocTi GMP RNA BCIX WinbHuUL, HareneHnux y ml0: 020/2022/GMP

12, Pe3ynwTaTth anasnisis:

Mokaauuku Bumoru HTQ PesaynbTaTu
Onuc Masb caiTno-»oBToro abo PKOBTOMO KONbOPY 3 XapaKTepHUM 33naxoM Bignosigae
ineHTudikauis 3rinxo MKS i3 Bignoeinae
- DBUHWYHA KOMIWKa - He Binswe 2 0% i
i r
Cynposinui aomiurku CyMa aoMiurox - ke Binslwe 4,0% Binnosinae
OpxopianicTe Mpenapat mac ByTv ogHORIaHM Bianosinae

. He 6inbwe 90 MM, HonycKaeTben HagBHICTL He BiNtble 50 YacTok iz : .
PosMmip wacTo .

P X Po3MipomM Binbite 90 MxM. Binnoginae
Mikpobionoriuna yucrova 3rinHo MKS N3 Bignosinae
Mapkysanun 3rigHo MKH 13 Bignoeigae
Maca pMicTy ynakosku He menwe 15 r Bianceinae
Ynakoeka 3riano MKA 13 Bignosinae
NepexwucHe yncno He 6inbwe 22,0 0.9
pPH Bin 5.6 no 7.6 7.1

5 z ®nyouuHonaHy aueToHin $
K ; g
iNbKICHe BW3HaYeHHN BMicTB 1 npenapaty Mae Gy} 0.254 mr
NpY BUNYCKy:
8 0.238 My no 0.263 Mr ¥
NROTATOM TepMiHy NpUAaTHoCT:
B0 0.225 Mr go 0.275 mr

13, KomenTapi:

14, 3anpa npo  Lum 5 3aCBIAYYI0, WO HaBeneHa BuLLe iHhopmain e fiocgaiproio Ta TouHow. L cepiio npoaykuyii 6yno eupobnatio
cepTudpliauio:  (axnovaum NawyBaHHA/MapKyBaHHA) Ta NpoBefeHbmG Nb Il AKOCTI Ha BUILe3azHaYe Il AinbHUW ¥ nosHik
BlANOBIAHOCTI 3 BUMOramu GMP, scTarHoBreHuMK EBUMNNETYIATODHUM OPFaHOM, a Takom sianosigHo go
cneuudikanii, Wwo MicTaTbes y peecTpaliiHomMy €, 1 BUPOGHMLTBA, NaKkyBaHHA Ta aanisis 6yno

NepernfiHyTo Ta BCTAHOBACHO BILNOBIRHICTE GM oA
15. Nphienige Ta nocaga ocobu, AKa sunana foasin va BUNY eWM’ﬂ i]ﬁlmxeua ocoba 3 sxocTi
s aiy

16. Nianuc ocobu, aka o3eln Ha ; .
2 #RER Swpan A0TY sunyck cepli 7 "? noanonaxﬂégtf’?( 17. Bara nianucanmn: /77 ¢/ L4
N Pl
/ Wapcoka P. A
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Aisichui Ha TepuTOpii VRpainn

e
Vis’,pmp’u'wﬂ TOB "OKMN "®APMALEBTUYHA ®ABPUKA"

Cywacni Gopmynu agopon’s M. N(HTOMHP

Ykpaita, 10014, m. XXutomup, Byn. JI@pMOHTOBCEKA, 5, T. 48-11-31, T/th. 48-11-28 DEEEHEA-
O8)

1. Hasea npoaykuli; CWHAGRAHY MA3h

2. Kpaina-snpobHuK: YKPAIHA

3. Homep peecTpaulitHoro nocalgvenus:  UA/S345/01/01

4. Cuna pli/akruenicTe: 1 r masi MicTUTs payolUHonoHY adeToHlay 0.25 mr

5. lixapcuka thopMa: Mass 0.025%

6. Poamip Ta TWA nakyesaHln: no 15 r y Ty6i; no 1 Ty6i B nauyi 3 MapKYBaHHRM YKPaIHCbKOIO Ta pOCHACLKCIO MOBaMK
7. Homap cepli: 10323 Pozmip cepii: 18240 wr

8. AaTe anpoGunyrea: 05.2023

9. AaTa saKkinvennn Tepuiny npugariocri: 03.2028

10. Hasam, anpecn Ta HoMmepM nluexsli Bupofineno, BKAK4BIOHN NBKYBAHHR/MABPKYBAHHA Ta KOHTPOME AKOCTI Ha AINBHWALY 3

aclx ainbHmue 3 BUPOGHMUTEA  TA aupofHUUTBa PIAKMX Ta M'AKWX RiKapcbkux 3acofis TOB "AKN "®apMauesThvHa

KoHTpOonw  Akoctl: dabpuxa" 38 agpecois MuToMupcbka obn. XuTomupcekwii paifoH, c.CTaHUwWwiBKaE,
syn.Koponroga, 6.4; niyexsia MN:AB 5388036; ceigouTeo npo aTecTadilc OXNT Nel27,
CBijOUTBO npo aTecTauilo MBI MN:227

11. CepTupixaTn slgnoslnnocrl GMP pnn Bclx glnuHrub, HaBegeuux y n.10: 020/2022/GMP
12. Peaynurate avanisia:

MoxkasHnK® Brmoru HTA PeayALTATH
Onuc Ma3b CBIT/I0-KOBTOro abo XOBTOTO KONLORY 3 XapaKkTepHuUM 3anaxom Bianoeinae
lpenTudikayls 3rigHo MKA N3 Bianopigae
OaKMHUYHE RoMilKa - He Ginblue 2,0% : :
Cynponlgul pomiwku Cyma aoMiwok - He Sinbilue 4,0% Bianoninae
Oavopiguicre Mpenapat Mae 6yTH ogHOPIAHNM Bianorinae
He Binblue 90 mMkM. fonyckaeTben HaABHICTb He Blnbibe 50 4acToK la : :
PosMmip HacToX POIMIPOM 6iNbLE 90 MKM. Bignosigae
MikpoGlonoriuna uncToTs 3righo MKA 13 Bianoeipae
MapxrysaHHR 3righo MK$S N3 Biznoeinae
Maca smicTy YHIAKOBKM He memwe 15 Bigrosigae
YnaKkoeka 3rigro MKS N3 Bignoeigae
NepexucHe MUcno He 6lnblue 22,0 3.2
pH Big 5,6 po 7,6 6.5
GayoLUuHONOHY aUeToHIg
KinekicHe pMsHa“eHHR BMicT 8 1 r npenapaTy Mae 6yTH 0.248 mr
NP BUITYCKY:
Bin 0.238 Mr ao 0.263 mr
NPOTArCM TEPMiHY NPUAATHOCTI:
Blp 0.225 mr ao 0.275 Mr

13. KomeuTaplk: A,

14. 3anea npo Liiwm 8 saceig4ylo, Wo HaBeaeHa sulle [HopmMauin € aogioplp

capTudixanho: (sknwMaIOUM NBKYBAHHA/MapKYBaHHA) Ta NposeaeHo KGHTH
signoeigHocT! 3 BUMOramy GMFE, BCTAHOBNEHWMIK MicC
cneyudikauin, o MICTATLCA ¥ peecTpalifinomy A0C
AeperAsHYTO Ta BCTARROBAEHO BignosiagHicTs GMP,

HOW Ta ToYHOO. Lo cepio npoaykuil byno eupobnexo
L 1T AKOCTE Ha BUe3asHaYeHIl BinbHUL| ¥ NnosHIl

eky NATCPHNUM OPraHoM, 2 TaKoXK BignosinHe Ao
n‘n BUpOoGHMLTER, NAKyBaHHA Ta aHanisie Gyno

2

1% fipizsMwie Ta nocasa ocobn, AKA BUAAAA A03BIN HA BANYCK e

16. Nignuc ocobn, Axa snpana nossin Ha Bunyck cepii: ’:.-'
z )Kapcukd I-" #‘ \}\
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e, o AlAcrunit Ha TepuTopit YrpalHn
Vis"pI hﬁ g TOB "OKMN "®APMALLEBTUHHA ®ABPUKA"

Cyuach! bopmynn Zpopos’s M. XKutOoMup

YkpaiHa, 10014, M. XXuTomMmup, ByN. JlepMOHTOBCEKA, 5, T. 48-11-31, T/¢. 48-11-28

1. Haasa npoayxuli: CUHADJIAHY MA3b

2. Kpaina-anpobrux: YKPAIHA

3. Homep peecTpauliinoro nocalguennn:  UA/9345/01/01

4. Cuna pli/akTuBHicTb: 1 r Ma3i MicTUTL PAYOLMHONOHY aueToHiay 0.25 Mr

5. Niikapcoka dpopmMa: ma3b 0.025%

6. Poamip Ta THN NAKYBAHWA: no 15 r y Ty6i; no 1 Ty6i B na4li 3 MapKyEaHHAM YKPaTHCbKOIO T2 POCIACLKOK MOBaMK
7. Homap cepli: 60323 Po3mip cepli: 19320 wr

8. AaTa pupobHwurTea: 03.2023

9. Rata saxinveHnn Tepminy npupatHoctl: 03.2028

0. Haasw, anpecu Ta HoMepw nluensii Bupobnewo, BRIAIOHAKNU NAKYBaHHA/MAPKYBAHHA Ta KOHTPONME AKOCTI HAa AlRbHWLI 3

Bcix  plneHMus 3 BWpOGHMLTBA  T@ pupo6HMLTBa piakuX Ta M'AKMX nikapcbKux 3acobla TOB "OKN “®apmauesTuyHa

KouTponis  mxocvk: thabpuka" 33 afpecow MUTOMUpcbKa obn, Muromupcekul paoH, c.Ctanwuwisxa,
eyn.Koponeosa, 6.4; nitenzia MN:AB 598036; ceigouTeo fpo aTecTauilo OXN Nel27,
CBIAOUTBO NPO aTecTauiw MBA Ne227

11. CepTudikam signoelgHocTi GMP ana scix glnbHuML, HaRepenux y n.10; 020/2022/GMP

12. PesynuTatn ananisie:

MoKASHAKHK Bumorn HTA PaaynuTaTH
Onuc _ Maab cBlTro-xoBTOro alo »KOBTOro KOALOPY 3 XapaKTEPHWUM 3aNaxoM Bianosinae
InenTudikauln 3rigHo MKSA N3 Blanosina¢
OOWHKYHaE AoMIWKa - He Binbwe 2,0% i
Cynpoeiaxi Aomiurku CymMma aoMilok - He Binowe 4,0% Blanosinas
OQHOPIgHICTE - | Npenapat mae 6yTH OAHOPIAHAM Binrogipae
He Ginblwe 90 MKM. JonNycKaEThCA HAABHICTL He Binklwe 50 yacTok i3 ;
POSRIDARCTOR po3Mipom Giabwe 90 MKM. Bianosiase
MixpobGionoriuna yucrova 3rigHo MKA N3 Binnoeinae
MapKysaHHA 3rigHo MKA N3 Bianoslnae
Maca sMicTy ynaxkosxm He MeHwe 151 Bignoslnae
Ynaxoexa 3rigHo MKA N3 Bignoeinae
Mepekucue Yucno He Glawwe 22,0 1.4
pH Bin 5,6 no 7.6 7.22
DNYyOUUHOAOHY aLeTOHIA
Kinexicie BusHa4YeHHA BMicT B 1 I npenapaty Mae SyTu 0.24B mr
NPW BUMYCKY:
Bia 0,238 mr go 0.263 Mr
| NPOTAroM TepMiHY NPUABTHOCTI:
| Bin 0.225 Mr Ao 0.275 Mr

13. KomenTapl: FAY
14. 3anea npo  UuM 5 sacaigMyic, Lo HaBeaeHa BuLLe IwbopMallin € AocTgBipHRIo Ta TouHoK. Lo cepile npoaykuil Gyno supobneHo
ceprudlxanlio:  (BKnIOYaI0NKM NaKyBAHHA/MAPKYBaHHA) Ta NPOBEOEHO KO JIKOCTI Ha pvLLl@3a3HadeHiA AinbHUL ¥ NOBHIl
sinnogigHocTi 3 eUMOraMu GMP, BCTAHOBNEHWMMH MiCLLGJREM per Wi\ TOPHUM OpraHoM, a TAKOX RiANORIOHO A0
cneuwndikadii, o MICTATLCA ¥ peecTpailliiHoMmy noche/ile e
_ nepernfHyTo Ta BCTaHOBNEHO slanoeiaHicTe GMP, 3 .
i-15. Mplizenuwie Ta nocapa ocobu, AKa suaana possin Ha BNNYC M /) Ynosigigaxceta ocolia 3 axoctl
1 1 L

6. Miannc ocobu, axa supana Ko3sln Ha swnyck ceph: 17, fleta nianueannn: ] ¥ 04 L22

¥Hapceka P A.
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