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e ‘ i cepii nikapcbkoro acoby Ne 15501
1. Haaga npoAyKuii: |BII1PATOKC
2. Kpaina-smpobHuk: VKPATHA
3. Homep peecTpauiiHore nocelgyennn: |UA/S66G9/01/01
4, Cuna ali/faKTuBHICTL: 1 r niHIMEHTY MICTUTh: OTRYTK rop3d 16 MCA 0,0176 mr, caniunnozoi kKucnotn 10 Mr,

KaMmdopr paueMlurof 30 Mr, anuesol onli 30 mr

5. Aikapcoka dopmMa: niHiMeHT

6. Pozmip T3 TUN NaKyBaHHA! no 40 r y Ty6i; ne 1 TyGi B Na4ui 3 MapkyBRaHHAM YKPaIHCEKOI0 Ta pociiceKoK: MOBaMK
7. Homep cepii: 11223 Poamip cepli;: 7380 wr

8. NaTta enpobHMLUTREA: n2.2023

9, flaTa 3aKiHYeHHA TepMiny NpuaaTHOCTI: '12.2026

10. Ha3zmw, appecH Ta Homepu niueHsii BupobneHo, BKAIOMEIOMWM NaKyBaHHA/MAPKYBRHHA Ta KOQHTPOAbL AKOCTI Ha AinbHUL 3

sclx  pineHMUL 3 EUPOGHULTES Tan}ﬂp05HHuTBa piokux Ta M'sKux nikapcekux 3acofie TOB "AKN "dapmauesTuqHa

KOHTpONK®  AKOCTE: abpuka" 3a appecow KuToMupceka obn. KUTOMUpCLKUN paioH, <.CTaduuleka,
yn.Koponsoea, 6.4; niueHzia MeAB 59B036; crinoUTBO npo aTecTauile XA Nel127,
pigouTBO nNpo aTectauile MBS Ne227

11. CapTudixarn sipnoelarocyl GMP ana ecix AlALHHUL, HAaReneHUX ¥ R.10:

12. PeaynbTat! anaxizle: r:

MokasHMKK | Bumoru HTQ PeE3yaLTaTH
onuc ﬂIHIMEHT Ginoro KoNLOPY, 2 XapakTepHUM 3aMaxoM Kamdopu Ta Bianoginae
Anvueeol onll
IpeHTUdiKanin 3rip,|-|o MKA n3 Blanosinae
OpHopinuicTh MNpenapaT Mae 6yTu oaHOPIAHUM Bipnosinae
Po3Mip 4acToK He Ginblwe 90 MKM Bignoslaae
MixpobGionoriyHa yncroTa 3ri1:mo| MK® N3 Blanosigae
Maca BMICTY Ynakopku He ME+I.IJE a0r Blonosiaae
Ynakoeka 3rip.HoI MKd n3 Bianoeinae
MapKYBaHHA 3rigHo MKS J13 Blanosinae
pH Bla 25 no 3.5 3.03
L e
Canluunoea KMcnota eWCHON )
Kinuilcra =ughaieHHn BmicT 8 1 r npenapaTy ma€ GyTw ig 9.0 MM/HF /\‘\ 9.05 mr
KaM¢opa T \
1 5
KInEKICHE RNSHAY EHNA Bmict B 1 r npenapaTy Mae 6yTh Big 27 (;/f o 330ma L HTIB 2188 mr
Hnnueaa onla " w \
Kinskiche Bu3nauennn BuicT a 1 r npenapaTy Mae 6yt Big 27 ﬁ£ Ad F',oqﬂ M | o Lo
13. KomeHTapl: | [\ "\ = LY |

QAayKLUiT Gyno BupobneHo
A alAbHWUI ¥ NoBHIA
aKkoX eionogiAHO A0
yKyBaHHA Ta aranlals Gyno

ceptucplkanliol  (BkniwNaIONY NaKyBaHHA/MAPKYBaHHA) Ta NPOBEAEHD
gifnoginHOCT| 3 Bumoramﬂ GMP, BCTAHOB/IEHUMY Mi
cheuwrdikadin, o MlCTﬂTbCSI ¥y peECTpauiHHomy
NepernsHyTo Ta BCTBHDBHEHD BInI‘IOBIﬂHICTb G

15. NplseHwe T8 nocana ocobn, AkKa Bunana A03eln Ha uurl.fc

16. NMinnuc ocobu, AKa BUOANA AO3EIN Ha aunycx cepil:

14. 3anBa npo  LluM A 33cBiAYYIO, WO HaBeHa BULLE IHbopmauls € W DHDHG Ta ToqHOIG. L cbpl’gp y
AN L

( / gosfigeaxena ocoba 3 AxocTi

”.fﬁd"‘x’é’ 17. BaTa nianucanHs#et ﬁow\ﬁ

Ynoprosaxena
ncoba

Wapcoxa P A, A
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Cyuacui gopmynu 2p0poe’s M. )"(IITOHIIP

Ykpaida, 10014, M. XKnToMup, Byn. JlepMoHTOBCLKE, 5, T. 48-11-31, T/cp. 48-11-28

Ceptudikar cepii nikapcbkoro 3acoby Nec 21668

1. Ha3ea npopgyKuii: BINPATOKC

2. KpaiHa-BMpobHMK: YKPAIHA

3. HoMmep peecTpauidHoro noceigyeHHa: UA/5669/01/01

4. Cuna aii/akTUBHICTb: 1 r niHiMeHTY MICTUTE: OTPYTW rop3n 16 MO 0,0176 mr, caniunnosoi KucaoTn 10 mr,

kampopu pauemidHoi 30 mr, aanuesol onil 30 mr

5. NlikapcbKa hopMma: NiHIMEeHT

6. Po3mip Ta TUN NakKyBaHHA: no 40 ry Ty6i; no 1 TybHi B NayLli 3 MEpKYBaHHAM YKPAIHCEKOIO Ta POCIACHKOID MOBaMU
7. Homep cepii: 10824 Po3wmip cepii: 7286 wT

8. MlaTta BupobHUUTEA: 08.2024

9. lata 3aKkiHYeHHs TepMiHy npupaTtHocTi: 08.2027

10. Ha3ew, apgpecu Ta HOMepwu AiLeH3IT BupobneHo, BKNIOYaIYM MNaKYB3HHA/MapKyBaHHS Ta KOHTPOAb AKOCTI Ha AibHUUL 3

BCiX AiAbHMUBL 3 BUPOGHULTBA  Ta supobHMUTB2 PIAKKX Ta M'Skux JNikapcekux 3acobis TOB "[KIT “"®apmauesTudHa

KOHTPOAIO  AKOCTI! thabpuika" 3a anpeccio MUTOMUPCEKa 06 JKUTOMUPCLKWIA  pafioH, c.CTaHuliBka,
syn.Koponsoea, 6.4; niuewsia N:AB 598036; ceigouTeo npo atectauiioc ®XJ1 Nel27,
ceigouTBo npo arectauiln MBJ Ne227

11. CeprudikaTu BignosigHocti GMP gna Bcix AinbHUUL, HaBefeHUX y n,10:

12. Pe3ynbTaTu aHanisie:

MoKa3HUKHK Bumoru HTL PezynsTtatu
onue JliHIMEHT BisIOro KOMbOPY, 3 XapaKTepHUM 3anaxom Kamdopn Ta Bignosinae
suUiueBol onii
InenTudikauin 3rigHo MKS N3 Blanoeinae
OpHopipHicTE NpenapaT Mae ByTu oAHOPIAHUM Bignosinae
PozMip uacToKk He GinbLe 90 MKM Bignosigae
Mikpobionoriika 4YucToTa 3rigHo MKS N3 Bignoeigae
Maca BMicTy YNaKOBKH He meHwe 40 F Bionosinae
YnakoBka 3rigHo MKA N3 Bianosinae
MapkyBaHHA 3rigHo MKA N3 Binnosinae
pH Big 2.5 40 3.5 3.2
. Caniuvnoea KucnoTa 9.58 Mr

KinBRicHe REsHA PR BmicT & 1 r npenapaTy Mae 6yTv Bia 9.0 mr 4o 11.0 Mr

e Kamdopa 27.68 mr
KhnKicHe:BMIHAHEHNA BuicT B8 1 r npenapaty mae 6yTu Big 27.0 mr go 33.0 Mr

. . Anuvuesa onis 32.7 Mr
KinekicHe BU3Ha4eHHA BMmicT B 1 - npenapaTy Mae GyTu 8ig 27.0 Mr 1o 33.0 Mr

13. KomenTapi: : . y :
14. 3aasa npo LM 8 3acBiAYYIO, Wo HaBeneHa BULLE iHthopMaula € AocToBipHoiO Ta TqHHmo. Lo cepito npgnym:fyino r?:f»?i?ﬁ”e‘m
ceprudikaunio:  (BKIKOHE0OHM NaKkyBaHHA/MapKyBaHHA) Ta NPoBeeH0 KOHTROb Il aKOCTi Ha BuLle3a3HaYeHIn 4lb nagi yHO il
8igrioBigHOCTI 3 BUMOramMu GMP, BCTaHOBIEHNMU MicueBuM PErynaTopHUM Opll'aHOM, a TakoX BiA nflsia L
cneundikauii, Lo MICTATLCS Y peecTpaLifHoMy. ROCES oFeKOoNN BUPOBHULITEE, NaKyBaHHA Ta aHa v
nepernsHyTO Ta BCTaHOBJIEHO BIAMOBIAHICTE @_{s_ﬂF -
15. Mpi3seule Ta nocaga ocobu, sKa Buaana no3ein r:._':\ BURYCK C
16. Nignuc ocobu, AKa BUAaNa A03BIA HA BUNYCK cepll

«7) Yndbuosaxena ocoba 3 AKocTi , ;

(A7 ] 17. fata nignucanns: /4 .04 ;{7/?/
/
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