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Jlikapebka dopma, TabJeTkH, 10 10 Mr Ne 40 (20%2) y 6iricrepax v naqmi
JO3yBaHHA

Pecerpanifine moceinuenugs  UA/1876 I/01/01 31 3smigami TEPMIH Jil 10-02.06.2026
Jlinensis Bupobuuurso nixapcekux sacobis

cepis AE Ne 295499 pin 20.02.15 p., 65080, Onecska 061acTs,
M. Oneca, JlioeTnopdiebka nopora, Oyn.86

Micne npopajpskenus 65025, M. Oneca, 21-3 km Crapokniscekoi Jopory, 40-A

MSIBHOCT] |

Ceprudivar GMP 024/2023/GMP nie 1o 23.12,2025 p.

Homep cepii 0380224

Posmip cepit 11 754 ynak, Ne 40

Jdata supoSaunrea - 15.02.2024 p. __

AHanis npoBenen o 3rigro 3 MK si sminamu Ne 1 xo p/or UA/18761/01/01

Hailimenypauns
NOKAZHUKIB
1 2 3 |
Onuc Yabnetkn Ginoro abo Ginoro 3 KpemyBaThM | TabneTku 6iM0ro 3 KpeMyBaTHM BLITIHKC
BIATIHKOM  KQJIbODY, [WIOCKOUMMHAPHYHOT | KOabopYy, MIOCKOUMAIHAPHYHOT dopMu, ©
Gopmu, 3 (packoro. Homyckaerses | dackoro. JlonyckaeTbes HEOAHOPIAHICTE
HEOHHOPIIHICTE Koutbopy. Ha ommii MOBEPXHI | Konbopy. Ha onuiif oepxui Tabnerku
TabJIeTKH HaHECeHHH  TOBapHui 3HAK | HAHCCCHUH TOBAPHUH 3HAK MiANPUEMCTR
OIANPHEMCTBA, Ha ApyTik MOBEPXHI TAONETKY — 'Ha APy Fiii NoBepx#i TalneTky — prcka
e pHCKA.
| 1menTudikauis A. YnetpadioneToBuit criexrp NOMHHAHAS | Ame = 303 BHM
| PO3UNHY  Tpenapary, — OACPIKAHOFO s
KUILKICHOTO BH3Ha4eHHS, B 06nacTi Big 280 HM
2o 350 HM noBHHEH wMaTH MaKCHUMYM
NOTMNMHHAHHA 34 ROBXKHUHA XBHI 302 uMm.
B. Hacu yrpumysanns. mika dpabomoTHzoNy HA
XpoMaTorpaMax BHIPCOOBYBAHOTO PO3YMHY Ta |
PO3UMHY NOpIBHAHHA (2), oAepKAHHX py.
BHIPpoOyBanni «Cynposiasi AoMIIuKHY, DOBHHHE]
. CIIBIAJATH.
Cepennn maca Bin 138,75 mr mo 161,25 mr.
Tabnerky »
OznHopiaHIcTE Bumornt OJI0 BBaKAIOTECH BUKOHAHHMMM, SKIG
| AC3CBANMX ONMHULL | mpuiimMantie uHcno (AV) mis nepumx 10
ONHUHMUE MmeHWEe abo nopiemroe L1 (15,0, y
BiNCOTKAX. SIKINO npuiManbHe uueio Gitbme
L1, y mincotkax, munpoGysanmro OiAHAITE
HacTynHl 20 opmmuue i OB UHCITIONOTE
npHiManbHe yneno. Bumori OJIO
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Bumora MK Pesynbratw Baupobysan




1 2 3
BHKOHYKOTBCA, AKINO KIHUGRBS HOpHiiManbHe
HHCAO, po3paxosade 13 30 ogueune, Medine abo
nopisaroe. L1,y Bigzcotkax, i xomeH
IHAUBINYaNbEMH BMICT Y 1030BaHiil oquuull He
€ menmmm 3a (1 - L2x0,01)M | ve e 6insmmm 3a
o HE2X0,010M. (L2=25,0).

Po3unnenns Ho posuuny sa 15 xB mMae nepeiiTu He Menmme 97.7 %
80 % (Q) Bix HOMiHATBHOrO BMiCTY
| pabomoTusony Auriapoxiopumy.

CynposinHi Hopmyganns:

JOMILIKH — TIONPaBKOBI KOCHILEHTH: IS po3paxyHKy
BMICTY NOMHOXYIOTh IUIowi MKIB HaseneHux
OOMIOK  Ha  BiANOBINHWH TONPABKOBUH
KOSDILIEHT;

— Iomiwka A, B: mioma nixa koxkHo! NoMimKy He nerexryerscs
HE MAE NepeBuINyBaTH 3,3 IOmH OCHOBHOTO
INKa Ha XPOMaToOrpaMmi po3YMHY nopisHsAHHA (B)
(0,33 %);

= HecneuuwgikoBani NOMIIKU: IIONIA NIKA He aerexryerses
KOKHOI JOMINIKH, KpiM JOMILIOK A, B, e mae
| MEPEBUINYBATH 2 NNOWI OCHOBHOIG nika Ha
Xposarorpami posquHy ropissuns (b) (0,2 %):
— CymMa JOMIWIOK: CyMa mnow nikie, kpim | Binnosinae
OCHOBHOTO  Nika Ta mikiB, BiANOBiNHMX
_| fomimixam A B, He 6insime 0,5 %, |

Kinekicue Bu3Hauenns | Bumicr CisHa1N30:S+2HCI (gaGomoTuzomy | 9,86 mr
RUMTIAPOXNOPUAY) B TabneTui mae-Oyty Bin 9,25
Mr no 10,75 mr, y mepepaxymky ma CePEHIO
Macy TabneTkn.

Mikpobionoriuna ITpenapar HalSKUTL RO HEBOJHUX
yHCTOTA** 'HECTEPHIBHUX  JIKApCHKHX  3aco6iB juin

OPAIBHOIO 3aCTOCYBAHHA.

| Saransee uncno  aepoBmux MIKPOOPIraHI3MIE

(TAMC): He Ginpwe 10° KYO/r-

3aranbHe 4HCAO IPDKIKOBHMX TA ITTiCEHEeBHX.

rpubis (TYMC): He 6ineine 10°KVO/r.
_ | Bincyrnicrs Escherichia coli B 1 I' Ipenapary. o
Ynakogrka Ilo 20 Tabnerok y 6aictepi; no 2 abo 3 Onictepu | Bianosinac

B nayril 3
Mapkysanus 3riHO 3 TEKCTOM MAPKYBAHHS /10 P/1 31 3MiHamMu | Bigriosinae
TepMin npugarHoceT] 2 POKH Jio 03.2026 p.

* - Konrpons aanoro TECTY IPOBOASTE U1t ROKHOT JeCATOl Cepil roToBoro TIpENAparty ¥ 38° 43Ky 3 THM, WO LeH TeCT KOHTPOMIIOT
B-He(acoBaHMX TabNETKAX KOKHOT cepii npenapary.
** - Kontpons nanoro TeCTY MPOBOMATE 8 KOKHOT AeCATOY cepil TOTOBOrO Hpenapaty y 38’A3Ky 3 BUANOBIAHICTIO BHPOSHMITBA
1Ji3 smvoram HBIT (GMP).

Bucnosok: BADA3QJ ICY | Tabsaetkn, no 10 mMr Ne 40 (20*2) y Gnictepax v mauni cepii 0380224
'Biﬂnoai,uae.BHMOFaM._MKH-Si aminamu Ne 1 no p/i UA/18761/01/01.

3asgBa npo ceprudikaniio: [um s 34CBIAYYIO, 110 HABENEHA BUINE indpopMmaliis e nocToBipHOIO Ta
TOYHOM. Lito cepito npomyxuii Gysio BHpoGaeHo (BiIrouaoyn NaKYBAHHS 1 MapKyBAHHS) T2 NPOBEHEHO
KOHTPOJAL 11 MKOCTiI Ha BUIIE3a3HAYCHIH minsHuni y oﬂiﬁ_iﬂnoﬂiggocr =P
BCTELHOBHEH%MH:}_JBWHHTOP RaSTIOM .;=:.;;. a TaK #«-q NOB1AHO A0 fsl‘i fieh
Y peecTpauifinomy ,HOCE:E.'. '
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