Appeca 02093, M. KuiB, Byn. Bopucninbcbka, 13

Ten./Qakc: (+38044)568-32-10 [MpuitmanbHa “l "llm Ill u,l‘ mm

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmaKkoHarnsgy

(+38044)207-73-41 Bigpin KOHTPOMO AKOCTI
(+38044)207-73-04 YnoBHOBaXeHa ocoba 3 AKOCTI

CepTudikar akocri / Ceprudikar aHanisy N2 170000012846

1. HaiimeHyBaHHA npoayKuii:

(Ha3Ba, cuna Aii/akTUBHICTb, Nikapcbka dopma Ta
PO3Mip ynakoBKM (ileHTUYHO A0 TEKCTY Ha
YNaKoBLji roToBOI MpoAyKLii))

2. Homep cepii:
3. Po3mip cepii:
4. KpaiHa-BUpo6GHUK:

5. HalimeHyBaHHs KpaiHu / KpaiH npusHavyeHHs
ana cepii:
6. Homep peectpauiiiHoro nocBigueHHs:

7. faTta Bupo6GHULUTBA:
8. flaTa 3aKiHuUeHHA TepMiHy npnaaTHOCTI

(micaupb i pik, nicna AaKkoro J13 He 3acTocoByeTbCA):

9. HasBa, agpeca Ta Homepu niyeHsili Bcix
AiNbHULbL BUPOGHULITBA i KOHTPONIO AKOCTI;
CeptudikaTtu BignoeigHocti GMP Bcix
AiNbHULb:

10. AHanis BUKOHaHWIA 3rigHO:

PesynbraTu aHanisy:

ALIMKNOBIP-OAPHMLA

1 Tabnetka mictutb auyuknosipy 200 mr;

Tabnetkn no 200 mr; no 10 TabneTok B KOHTYPHIl YapyHKOBIM ynaKkoBLi; no 2
KOHTYPHI 4apyHKOBI YNaKoBKW B Naylli 3 MapKyBaHHAM YKPaiHCbKOIO MOBOIO

1DA21022
73,306 TYn
YKpaiHa

YKpaiHa
UA/0991/01/01

10.2022
10.2025

BMPO6NeHo, BKIYalouM ynakoBKy/MapKyBaHHs Ta KOHTPOMb AKocTi Ha MpAT
«®apmaLieBT1YHa Pipma «apHuua» 3a agpecoto: m Kuis, Byn. bopucninbcbka,
13;

niyeHsia AB Ne598086;

CBIAOLTBO Mpo aTecTauilo nabopatopiit BKA N2 128;

ceptudikat GMP N2 035/2019/GMP

MKA J13 NeUA/0991/01/01, florosip nocrasku N APT-28 Big 05.08.2020

Ne n.n. HalimeHyBaHHA NoKasHuKa BumMoru HopmaTuBHOT floKyMeHTauil Pesynbrar aHanisy
1 Onuc TabneTku 6inoro abo maiixe 6inoro Konbopy 3 dpackolo Ta puckolo  Bignosigae
2 lpeHTUdikauis A Y®-cnekTp nornuHaHHA BUNpo6oByBaHOro Po3unHy, OTpUMaHoro B Bignosigae

po3aini "Po3unHeHHA", B obnacTi Big 230 HM Ao 350 HM NoBUHEH
MaTh MakCUMyM Mpu [OBXWHI xBuni (255+2) HM Ta nnede npu
DOBXWHI xBUni 274 Hm

3 lneHTudikauia B Ha xpomarorpamax BUNpo6oByBaHOro PO3UUHY Ta PO3UUHY Binnosigae
nopisHAHKHA (b), oTpumaHux y posgini "KinbkicHe BusHaueHHs", yacu
YTPUMYBaHHA MiKy aLUKNoBipy NOBUHHI cniBnagatu

4 lneHTudikauia C Y®-cnekTp nornvHaHHaA po3uuHy B obnacti Big 230 HM go 350 Hm Bianosigae
MOBUHEH MaTV MaKCUMyM Npu AOBXUHI XBUAi (255+2) HM i nneyve
npw JOBXWHI XBUNi 274 HM

5 OpnHopigHicTb fo30BaHUX OAUHULbL  [MpuiimanbHe yncno AV <15,0 Bignosigae
6 PosnagaHHs He 6inbwe 15 xB 9 xB

7 CynpoBifiHi AoMilLKu 'yaHiHy - He 6inbLwe 2,0 % 0,1%

8 CynpoBigHi noMilKu bynb-aKoi iHWwoT gomiwku - He 6inbwe 0,5 % Bianosigae
9 Po3unHeHHsn Binnosinae sumoram 10Y, 2.9.3 3a 45 xs npn Q=80 % Bianosinae
10 Mikpob6ionoriuHa yncrora BignosiaHo go MKA 113 Bignosigae *
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11 KinbkicHe BU3HauYeHHsA Aumknosipy 190,0 - 210,0 mr/tab 200,9 mr/Ta6n.

12 YnakoBkKa BignosigHo o MKA 13 Binnosigae

13 MapKyBaHHs BinnoginHo 1o MKA 113 Binnosinae

11. KomeHTapi: *MNepioAnyHicTb KOHTPOIO B KOXHI 10 cepil

12. YmoBu 36epiraHus: B opuriHanbHin ynakosui npu Temnepatypi He Buwe 25°C. 36epiraTv B HefoCTyNHOMY s
Aiten micui. ‘

13. 3asBa npo ceprudikayito: Lium ninTBepAXYIo, WO BCi BUPOOHMYI CTagii Ana uiel cepii roTosoi NpogyKuii 6ynu nposeaeHi
B MOBHIN BIANOBIAHOCTI 3 BUMOramu, BCTAHOBNEHUMU B YMHHOMY KepiBHULTBI no GMP,
3aTBepiKeHOMy MiHicTepCTBOM OXOPOHU 3A0POB's YKpaiHu, i 3 BUMOramu peectpauiiHoro
JIOCbE KpaiHW NPU3HAYeHHs

Cepin nossBoneHa fo peanisauii / BigsaHTaxeHHs 3 03.11.2022

3aTBepaxKylo
MNi5: KopotkoBa O.I.

lNocapa: YnoBHoBaxeHa ocoba

MignucaHo enektpoHHum nignucom: 03.11.2022  14:47
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