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Ceg' Tudikay cepli nikapcekoro 3acoby Ne 17382

1, Hazsa npogykuiiz BAHO"KOPMIJJ.

2. Kpaina-supobruk: YKPAIHA

3. HoMep peectpauifivoro noceigvennna:  UA/8535/01/01 ]

4. Cuna giifaktuenicrnb: 25 Mn Npenapaty MicYate: HacTolkn BanepiaHy KopeHeBnLY 3 KopeHsMu (Valerianae

rhlsoma cum radicibus) (1:5) (eKCTparenT - eTaHon 70%) 8,33 MN: HacToliku KoHaanii Tpasu
(Convallariae herba) (1:10} (exeTpareHT - etaHon 70%) 8,33 MA: HacTalKN BenafoHu AvcTa
{Belladonnae folla) (1:10) (eKcTpareHT - eTanon 40%) 4,17 mn; Hatplio SpoMlgy 3330 Mr,
MeHTOonY pauemivHoro 208 Mr :

3. Jlikapceka dopmas; Kpannl opanbhl 2

6. Po2Mip Ta TUN nakysaumn; no 25 M2 y hnakoHax 3 MapKyBaHHAM YKPATHCbKOKD MOBOID

7. Homep cepii: 10124 Pozamip cepii: 19300 wr
8. RaTa BUpobHULTERa: 01.2024

9. BaTa sakiHyeHas TepMminy npunaTHocTi: 01.2027

10. Ha3su, agpecw Ta nomepu niuenali Bupobneno, exmoyaloumM NaKyBaHHA/MaPKYBaHHA Ta KOHTPOAL AKOCTE Ha AlAenuyl 3

BCIX  AINLHKNE 3 supoGHuULTER Ta BUPOBHULTRE pigkux Ta M'akux nikapceKux 3aco6ls TOB "OKM “®apMatlerTHUYHa

KOHTpOno  gxocTi: $abpuka" 3a2 anpecown HMUTOMUPCLKE 00N, XKUToMUpChKKH paiiod, c.CTaHuwieka,
Byn.Koponkosa, 6.4; niuensla N:AB 598036: calpoureo npo artecraulio ©XJ] Ne127,
celgoutse npo atectauiio MBEN Na227

11. CepruthikaTu sinnosiaHacTl GMP gna meix AlnbHUUL, HasegeHuX ¥y nlo:-

12, PesynbraTi ananisia:

NMokKasHuKu Bumoru HTQ, PesynuTatu
. (pozopa plavua HepBOHYBATO-GYpOro KoALOpY, 3 apoMaToM
Q
nus Baneplanu i MeHTORY. NpK 36epiraqHi agonyckaeToen YTBEOpEeHHA Blanoslaae
ocany
inenruditkauin 3rigHo MK A3 Bianosiaae
BmicT eTanony He MeHWwe 46 % Binmoelnae
Dosa i ognopiphicrs gosyeanun
Kpanene ona opaibHoro 3riaHo MK A3 : Blanoslnae
3acTocyBalun
MikpoGloenoriuna wucrora 3riaHo MKA A3 Bianosiaae
0%'eM BMicTy ynakosxu He MeHWe 25 mn Blanosinae
Ynakeeka 3rigne MK® 13 Blanoginae
MapkysaHHs 3rigHo MKS N3 Blanosigae
Baxki MeTanu He 6inbwe 0.001 %% ) 0.0005 %
Kinukicy Hatplio 6pomig
FALKicke suztayenHn BMICT B 1 MA npenapaty mae GyTu npu BANYCKY: 8ia 123.5 Mr oo 136.5 14k
Mr; IPOTArom TepMiHy npuaaTHoctl; Big 120.0 M o 140.0 mMr
2 MeHTON
i
Kinekice susnauents BulcT 8 1 Mn npenapaty mae 6yt npu BUMYCKY: BIA 7.9 Mr Ao 8.7 Mr: 8162 §ir
NPOTArOM TepMIHY NpUAATHOCTI: Big 7.5 M A0 9.1 mr
KinbKicu Ankanaigu GenanoHny (B nepepaxyHky Ha atponliH-occHosy) B 1 Ma1
TERIsHE Shananeria npenaparty eig 0.040 mr Ao 0.056 Mr 0.048 mr
Bionoriuwa akTusnicrr ° 1 MA npenapary mae MicTuTy &lg 3.4 HOf po 4.4 Ko 3.7 Xo4
Ceckeitepnerost kucnoTu BanepiaHu- 8 1 Mn npenapaTy Mae 6yt He o,
KinpkicHe suznayenns MEHLE 0.05 M- 0.051 %

Py @(wJ 972% %JO SO ot e ﬂ/




13. KomeHTapi: : :

14, 3aspanpe |um a 32CBJAYYI0, WO HaseaeHa BULLE IHopmMaLia € nocroeipHolo Ta TouHow, Lo cepile npoaykuli 6yne supobeHo

cepTudhikauiios (Bxmovaicunu nakyeaHHA/MapKyBaHHA) Ta nposeaeHo KQRTpons ii akocTl Ha ButesasHaveHid Alneruui ¥ nosHii
sianosianocTi 3 BuMoramu GMP, acTaHoBNENUMM mlcuds | PErYARTOPHUM OPraHoM, a Takosk slanoelgHo oo
cneuwdpikauiii, Wwo MicTATeeA y peecTpatiiiHomMy gocxyis'. TTOKGAN BUpo6HMUTBA, NakyBaHHRA Ta aHaMisis Gyno
NEPETNAHYTO Ta BCTAHOBAEHD BIANDBIQHICT: GMP, # A (

15. Nplassmue ta nocaga ocobu, aka BMRana no3skn Ha BUNycK ,‘vf,nd'p oBaKEHG oceba 3 Akoctl

16. Mignuc ocobu, Aka Bugana noseln Ha sunyck cepli ™ AR 17. flara nianucannsa: (3 2 24 Al S

ccofia .
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