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CepTudhikaTt ce

1. Hasea npopyxuin: MKOCEH®

2. Kpaina-BupobHuk: YKPAIMA

3. Homep pecctpayifinoro naceigyeHHs: UA/18541/01/01

4. Cuna niakTUBHICT: 1 kancyna MIcTUTL HaTpio RAikocynnthaTty 7,5 Mr; kacii nucta SKCTPAKTY cyxoro (Cassiae

falium extractum siceumn) (4-6 1) {ekcTparens - meTaHon 60%, ob/of} (HanoBHOBAY
FAKO33, BUCYILEHE posnuAeHRaM 1-30%) 10 mr

5. Jlikapcbka dopma: Kancynu

6. Poamip Ta Tun nakysawuun: no 10 kancyn y Bnictep! no 1 Gnrcrepy y nauy 3 MapkyBaHiHam YKPAIHCEKOK MOBOIO
7. HoMep cepii: 11224 Poaumip cepii: 34892 iy

8. BRara supoBHuyTBa: 12.2024

9. JaTa 3akiHyenns TepMiHy NpuaaTHocT: 12.2027

10. Hassw, appecu Ta nomepm ninensii BupobneHo, BKNO4A0MM MAKYBAHHA/MADKYBAHHR T2 KOMTPONL RKOCTI H3 SineHWLL 3

BCIX  BUIBHWUE 3 supobuuurea T3 BUPOGHULIFRE PIAKUX Ta M'mKux MK2pCbKuxX 3acobie TOB “AKN "dapMauesTuyHa

KoHTponmio  AKocTh: thalpuxa” 32 anpecoio MuUToMUpCEKA  0BR. MKUTOMUPCLKUG paon, ¢ CTaHuwiBKa,
Byn KoponwoBa, 6.4; muedain N-AB 598036; ceifourso npo aTtecTauio OXA MNe127,
CceBlaolYee npo atecTtauno MBA M:227

11. Ceprugikarn rinnoeigHocyl GMP AR BCiX giAbHULL, HaBeREHMX v n.1o:

12. PeaynsTatu ananiala:

TokazHuKn BuMmoru HTQ, PeaynsTaTy

Onuc TREPAI KBRCYAU 3 KPULLKOIO T2 KOPMYCOM YEPBOHO-KOPUYHEBOFO RiHFBBIHEE

KOAbORY, MO MICTATL NOPOLWWGK BIA CRITNG-CIPOID A0 TEMHG-CIPOrD

KONLOPY 3 8UAMMUMY TEMHUMY YaCTURKAMI
IpenTudikauis 3rigHo MKA 3 Bignosiaac
OnHOPIZHICTL Macy 3rigro MKA A3 Bianosigas
OpHopinHicTe nozoBaHux . Bianosigae
OHMHULL 3rigHo MKS 13 o a
Posznagannsa He Binbwe 30 xBUAUH (3 pucKkamu) Bignosiae
Po3ymHeHHA 3riaHo MKA N3 Bianoeraae
Cynposigni pomiliku 3rano MKA N3 BinnoetRae
Mixpobionoriuwa yucrora 3ripHo MKS N3 Bionoripae
MNaxyBaHHA 3rigHo MKR h3 Bianosigae
MapKysaHua IriaHo MKA N3 Bianosislac
CepenHda Maca BMicTy Kancynu Bif, 135,0 mr go 165,0 Mr 148 78 Mr

o
Bopa He Binbwe 7.0 % 512 %
. < BMICT cyMu ceHosnmies Mae 6yTy Bla 0.55 Mr o 0.80 Mr B NepepaxyHKy 0.6 Mr
Kinukiche sustravenns Ha ceHa3ua B Ta cepeaHio macy emicTy kancynu
" z HaTpiio mikocyAbiaT Npy BURycky: 7 13 Mr - 7.88 Mr B nepepaxyHky 729 wr

Kintkice susnauenus Ha CepeaHio Macy BMICTY Kancyau: nia vac 3bepiranua: 6.94 Mr - 8.06

Mr B NepepaxyHKy Ha cepeHio Macy BMICTY Kancyau

13. KoMeHTapi: £ _ ”
14. 3anBa npﬁ Uum 2 3aceiadyio, o HaseneHa auwe idopmauin & 48 oipHolo Ta To4HOW. Uio cepilo n;?gnsir;txulﬁzn;::[fmgﬂeﬁo
ceprudrikayuito:  (BKNIONAIOHW NaKyBaFIHA/MADKYRB!IHA) T2 PPORSABAD eﬁ?ponh T AKOCT] Ha Bulile3asHauerh g

c

i apraHoM, 8 Takos BlANORIAHO A0
BLANOBIAKOCTI 3 BuMoramu GMP, scTaroBneHuUM m‘:w{?rgﬁ:gangxm?ma w bl A
CAeUUIKaUIRA, WO MICTATLER ¥ pecc'rpamm—«or.:l\(fa?n,t LToK o] 2

reperaaHyTo T2 BCTGHOBAGHO BIANOBIAHICTE G \
c /24

;/n/onameua ocoba 3 akocTi

15. [piseuite Ta Nnocaga ocobu, aKa sugana Oo3sin Ha BUIL
16, Mipnuc ocobu, AKa BULANa BO3IBIN Ha BUNYCK cepil: iy [,{“}‘,;ff 17 daTa MARUCAHHA /J X M/
!Q‘muh IBAmuHD TN,
*

ocaoba
Wapeoxa PAL X

: - ran 63357
N r
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Cyvacsi dopmyny spopos's M. XKuTOoMUp

YkpaiHa, 10014, M. XKutomup, Byn. NlepMoHTOBCEKS, 5, T. 48-11-31, 7/th. 48-11-28

iK ii nikapcbkor: N2 32
1. Hassa npoaykuii: MIKOCEH®
2. KpaisHa-BupobHmMK: YKPAIHA
3. Homep peecTpaudiiHoro noceipyennsa:  UA/18541/01/01
4. Cuna niifakTMBHICTE! 1 Kancyna MICTUTb HATPRIIO NikocyAedaTy 7.5 Mr; Kacil NMCTA eKcTpakTy cyxoro {(Cassiae

folium extractum siccum) {4-6:1) {ekcTpareHT - MeTaHon 60%, 06/06) (HanoeHWBAY:
rIOKO038, BUCYLUEHA PO3NUAeHHAM 1-30%) 10 mr

5. Nixapceka thopma: Kancynau

6. Poamip Ta THR NaKkyBaHHA: no 10 kancyn y Bnictepi: no 1 BaicTepy y nayvui 3 MapkyBaHHAM YKPaTHChKOKD MOBCHD
7. Homep cepii: 11025 Poamip cepii: 35724 wr

8. fara supobHuuTEa: 10.2025 )

9, Dara 3akivveHud Tepminy npwaaTrocTi: 10.2028

10. Haaeu, appecn Ta Homepu nilueHsli BupofneHo, BKNKYAKYM NAKYBaHHA/MBPKYBaHHA Ta KOHTPONb SKOCTI Ha AiNbHUUI 3

BClX AlnbHMUE 3 BUPOGHMWUYBA  Ta BUPOGHWLITEA PIAKWX Ta M'AKWX ikapcekux 3acofie TOB "OKI "DapMauesTWHHa

KOHTpOMO  AKoCTI: thabpuka” za appecow MMuTomupcbka obn, KUToMupcbKWMIA paiioH, c.CTanuwieka,
syn.KoponboBa, 6.4, nileHsia N:AB 598036; ceigoutso npo aTecTaulic ©XN Ne127,
ceigouTeo npo artectauin MBA Ne227

11. CepTudrikaTu BlgnoeipHocTi GMP gna eclx gincHuus, haseneHnx y n.10: 106/2025/GMP

12. PeaynutaTv aHanisie:

MokasHuKK Bumorw HTR PeayneTaTh

TeepAi KAaNCYNW 3 KPULLKOK Ta KOPMNYCOM YePBOHO-KOPHUYHEROrG g .

Onwc KONBOPY, WO MICTATE NOPOLWOK Big CBITNO-CIpOro Lo TEMHO-Ciporo Binnosinae
KOMbopY 3 BUAMMUMK TEMHAMMW HACTUHKAMK

IpenThipikauin 3rigHo MKA N3 Bianosinae

OpHOpiAHICTE Mack ' 3rigHo MKA N3 Bianoeinae

OpHopiagHICTh Ao30BAHUX i : :

‘OAWHRHLL 3riaHo MK N3 Bianoeigas

PoanafanHA He Ginklue 30 XBUAWH (3 RUCKamMu} Bianoeiaae

——

Po3aynnenHs 3rigHo MKA N3 : m Binnoeiaas
: T %
CynposBiaHi poMiwkn 3rinHo MKA A3 %/ s \ Bianosigae

] P LLH\\\“““" ,, - )
MikpoGlonoriyna YucroTa 3rigHo MKA N3 E \\ Bianoeigae
MaxyBpaHHA 3rigHo MKA N3 Bignoeinag
MapkyBaHHA 3ripHo MKA N3 S E Bianoeinae

L*;l . e t \/
CepapHAa Maca BMICTY Kancysu Big 135,0 mr po 165,0 mr w},d .\1,',‘.\"/--' 149.48 mr
Bona | He Binbwe 7.0 % 5.442 %
KinbkicHe BU3HaYEHHS BMICT cyMi ceHo3naie Mae ByTn Bi.ﬂ: 0.55 mr oo 0.80 Mr B nepepaxyHKky 0.56 mr
Ha ceHo3uA B Ta cepeaHId Macy BMICTY Kancyan
B RRiEhE Sasha At HaTpir nikocynedaT: npu sunycky: 7.13 Mr - 7.88 Mr 8 nepepaxyHky 7.22 wr

Ha CepepHio Macy BMICTY Kancynu; nig vac 3bepiranHs: 6.94 mr - 8.06
MI B NepepaxyHKy Ha CepefHIo Macy BMICTY Kancyau

13. KomenTapi:

14. 3anBa npo LM A 3aCBia4yI0, WO HaseaeHa Butle IHpopMauin € ghcTARIpHOK Ta TowHowo. Llio cepio npoaykuil 6yno snpobnero
cepTuhikauio: (BKNID4AKYN NaKyBaHHA/MapKyBaHHA) Ta nposeseHY/KD :-_ b T AKOCTI Ha BULLE3a3HAYEeHIA QinbHUL Y NOBHIA
BiagnoeigHocTi 3 BUMoramn GMP, BCTaHOBNEHMMK MICHEBWI BEryNATGRHUM OPraHoM, a Takex BianceigHo ao
cneundikalii, WO MICTATLCA ¥ peecTpalifiHoMy g THOTGRaIV B
NepernaHyTo Ta BCTaHosNeHo sianoeigHicTe G ¥e
15. lNplaeuwe Ta nocapa ocobu, Aka BMOana DO2BiN Ha BUNYE

tHoBa)xeMda ocoba 2 AKocTi

16. Mignuc ocobwu, Aka Bunana nosuin Ha BMNyCK cepii:

17. Bava nianucauns:) 1 Jf. 20440

Ynoﬂucuameugyf'__

}KapCbKa P.A.
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