Appeca 02093, m. Kwis, syn. Bopucninocbka, 13

Ten. /®akc: (+38044)566-68-78 MNpuimanbHa

(+38044) 207-73-41 Biggin KOHTpomo AKOCTI

(+38044) 207-73-04 YnoBHoBaXeHa ocoba 3 AKOCTI
(+38044) 207-73-27 YnoeHoBaxeHa ocoba 3 dapMakoHarnapy

APHUUA

|

Ceptudikar akocri / Ceprudikar aHanisy N2 170000004821

1. HaliMmeHyBaHHA npoayKuii: MPEBEHTOP
(Ha3Ba, cuna AiifakTBHICTb, nikapcbka dopma Ta 1 TabneTka MiCTUTL PO3YBacTaTUHY 10 mr y Burnagi posyBactatuHy KanblLiiio
po3Mip ynakosKky (ieHTUYHO A0 TEKCTY Ha 10,40 wmr;

ynakosLi roToBoi NpoAyKuii)) TabneTku, BKPUTI NniBkoBoto o6onoHkoo, no 10 mr; no 10 Tabnetok 8
KOHTYPHII YapyHKOBIl ynakosLii; Mo 3 KOHTYPHI YapyHKOBI yNakoBKW B nauui

3 MapKyBaHHAM yKpalHCbKOK MOBOIO.

2. Homep cepii: GY10424

3. Po3mip cepii: 4,587 TYN

4. KpaiHa-BUPOOHUK: YKpaiHa

5. HalimeHyBaHHsA KpaiHu / KpaiH npu3HaYeHHA YkpaiHa

AnsA cepii:

6. Homep peecTpauiliHoro nocsig4yeHHs: UA/17500/01/01
7. OaTta Bupo6HULUTBA: 04.2024

8. [lata 3aKiH4YeHHA TepMiHy NpuAaTHOCTI 04.2027

(micAub i pik, nicna Akoro J13 He 3acTOCOBYETLCA):

9. HaszBa, agpeca Ta HOMepu NileHsiil Bcix
BinbHUUb BUPOGHULITBA | KOHTPONIO AKOCTI;
Ceprudikatu signosigHocti GMP Bcix
AinbHUUb:

BUPOBNEHO, BKKOUAKUM YNaKoBKY/MapKyBaHHs Ta KOHTponb akocTi Ha MpAT
«DapmauesTuHa  dipma  «[lapHuua» 3a  agpecow: M Kuis, Byn.
Bopucninbebka, 13; niuensia AB Ne598086; csigoutso npo arecrauito
na6opatopiit BKA Ne 128; ceptudikar GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHUi 3rigHo: MKA N3 go peectpauiitHoro nocsiguerts NeUA/17500/01/01 sig 22.02.2024

Ne306, 3i 3miHamu

PezynbTaTi aHanisy:

N2 n.n. HalmeHyBaHHA NoOKasHUKAa Bumoru HopMaTVBHOI AOKYMeHTauil PesynbTar aHanisy

1 Onuc TabneTku Kpyrnoi ¢opmu 3 IBOONYKNOK NOBEPXHEIO, BKPUTI Bignosinae
NniekoBot 060NOHKOI0 POXKEBOTO KONbOPY

2 IpeHTudikauia A Ha xpomaTtorpamax BUNpo6oBYBaHOTO PO3UYUHY Ta PO3UUHY Binnosinae
nopiexAHHA (D), opepxaHux y po3aini "CynposiaHi AoMiwku", Yacu
YTPUMYBaHHA MiKy po3yBacTaTuHy NOBUHHI cniBnaaatu

3 lgeHTudikauia B Y®-cnekTp nornMHaHHA BUNPOOOBYBAHOTO PO3YUHY, Bignoeinae
NPUroTOBaHOrO, AK ONWcaHo B po3aini "KinbKicHe BM3Ha4eHHs.
Metog II", 8 o6nacTi gig 210 HM Ao 420 HM NOBUHEH MaTK
MaKCUMYM NOFAUHAHHA 3a AOBXUHW XBUNi (24122) HM

4 OpHOpIAHICTL A030BaHWX OAMHULL  Bignosigae BuMoram O0Y, 2.9.40, MpuimanbHe uncno Bignosigae
AV <150 %

5 Po3uMHeHHA Bignosigae sumoram AOY, 2.9.3 npu Q=75 % 3a 30 x8 Bianosinae

6 Bopa He 6inbwe 5,5 % 52 %

7 CynpoBigHi AOMILLKK Nomiwkn B - He Ginbwe 0,5 % 0,1%
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8 Cynpqgiﬁﬁi [OMILLIKN ’%‘,’ Nomiwku D - He Ginbwe 0,6 % 0,0 %
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9 CyIjEJOB'[,quO ﬁ%ﬁﬁ:a - Byab-AKoi iHWOT AoMmiluKK — He Binbwe 0,2 % Bignosigae
= . TeoprijgHa = ; . ; .
10 Cyii oalnﬁf—lé}\ﬁfﬁﬁﬁ - - Cyma HeigeHTUIKoBaHNX AoMiwoK - He Binbwe 0,8 % 0,1%
YIPORRE SOV inH = d ¢
11 MiK[i’OﬁjOﬂO(}%ﬁ§L%g‘l{)Ta - KpuTepii NpUiHATHOCTI: 3aranbHe Uncno aepobHux Binnosipae
'«;’,,, AL@Q mikpooprarismis - 1000 KYO/r. 3aranbHe 4o ARIXAXKOBUX Ta
“cana y 87 nniceHesux rpwbis - 100 KYO/r, BiscyTricts Escherichia colie 1r
%{ Crop. 132
,J}’ 1ey sy N'?}JZ
\ 7
g f_caf p P T/]:/’
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12 KinbKicHe BU3HayeHHA
13 YnakoBka
14 MapKyBaHHA

He meHwe 9,5 mr i He Ginbwe 10,5 mMr posyBacTtatuHy, B 9,7 mr/Tab
nepepaxyHKy Ha cepefHio Macy TabneTkn

BigpnosiaHo ao MKA N3 Binnoeinae
BignosigHo [0 3aTBepAXKeHOro TEKCTY MapKyBaHHA Bignoeigae

11. KomeHTapi:

12. YMoBn 36epiraHHA:

13. 3anBa npo cepTudikauito:

Bes komeHTapie

B opuriHanbHiil ynakoBLji npy Temneparypi He Bulle 25°C. 36epiratv B HefOCTYNHOMY Ans
niten mici.

Livm nigTeepaxyto, Wo BCi BUpobHUui cTagii anA uiei cepil roToBoI NpoAykKuUii 6ynu nposeaeHi
B MOBHIl BIANOBIAHOCT 3 BUMOrami, BCTAaHOBNEHUMI B YWHHOMY KepigHuuTei no GMP,
3aTBepaeHomy MiHICTepCTBOM OXOpOHWM 3A0POB’'A YKpaiHw, i 3 BUMoramu peecTpaliiniHoro
[OCbE KpaiHW NPU3HaYeHHA

Cepin gossoneHa fo peanisauii / BigsaHTaxkeHHs 3 31.07.2024

MNi6: Kopotkosa O.I.

Mocaga: YnoBHoBaeHa ocoba

Nignucao enektpoHHum mignucom: 31.07.2024  11:43
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