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{+38044)207-73-04 YnosHoBaxeHa oceba 3 AKOCTI
(+38044)207-73-27 YnosHosaxeHa occhba 3 dapmakeHarnsay

Anpeca 02093, m. Kuis, syn. bopwcninecbka, 13
Ten. /Dakc: (+38044)566-68-78 [puimansHa
g ! @ p H u u g (+38044)207-73-41 Biggin KOKTpONK AKOCT

Ceptudikar akocti / Ceptmoikar ananisy Ne 170000026206

1. Halimenysanna npogykuii: LIMTPAMOH MAKCI®

(HasBa, cuna piifakTUBHICTb, Nikapcbka popma 1a 1 TabneTka micTuTh: Napauetamony 250 mr, Kodeiny B5 mr, aueTuncaniumnosoi
PO3MIp YNAKOBKM {iAEHTVYHO 10 TEKCTY Ha kucnetu 250 mr; Tabnetky; no 10 TabneTok y KOHTYPHIA YapyHKoBIf ynakosu;
YNakosLi roToBOT NpogykKuii}) Mo 1 KOHTYPHIll YapyHKOBIKH YNakoBL y NauLli 3 MapKyBaHHAM YKPATHCLKOW Ta

POCIACHKO MOBaMM.

2. Homep cepil: DN60923
3. Po3mip cepil: 67,619 YT
4. Kpaina-smpo6Huk; YKkpaina

5. HatimenygaHHA Kpainu / KpaiH npusHaveHHa Ykpaiua

Ons cepii:

6. Homep peecTpaniiiHoro nocsigyenns; UA/MT7370/01/01
7. Nata BupoBHNLUTEA: 09.2023

8. NaTa 3aKkiHYeHHA TepMiRy NpNAaTHOCTI 09.2025

(micaub i pik, nicna Akoro J13 He 3acTocoByeThcA):

9. Hassa, agpeca Ta Homepw fliLeHsii Bcix BUPOBNEHO, BKIKYAIOUN YNAKOBKY/MapKYBaHHA Ta KOHTPOonb AkocTi Ha MpAT
AiNbHAUDL BMPOGHULTBa | KOHTPONIG AKOCTI; «DapmauesTuuna dipma «lapHuua» 3a agpecoto: M Kuie, Byn. bopucninecbxa,
Ceptudikatn signosighocri GMP ecix 13;

BinbHNUb: niueHsia AB Ne598086;

CBIAOUTRBO Npo aTecTauiic nabopartopiin BKA N2 128;
cepTudikar GMP Ne 072/2023/GMP

10. AHaniz BNKOHAHWNN 3rigHo; MKA N3 no peectpadinHoro nocsiguenna NeUA/17370/01/01 sig 26.04.2019
Neg78, 3i amiHamu

PesynbraTi aHanisy:

N2 n.n. HalimeHyBaHHA NOKa3zHMKA Bumorn HopmaTuBHOT goKymMmeHTaLil PeaynbraTt aHanisy
1 Cnnc TabneTkn posracroi ¢opmu 3 ABCONYKIOK NoBepxHelo, Ginoro abo  Bignorinae

ravke 6inoro konbopy. JlonyckaioTboA BKPanienHs CipyBaToro

Konbopy
2 IpenTndikauin A Ha xpomaTtorpamax BUNpoboBYBaHOIO PO3YVHY | PO3UNHY Binpnosigac

NOPIBHAHHA, ofepaHux ¥ po3aini "KinbkicHe BU3HAYeHHA", Yyach
YTPUMYBaHHA NikiB NapaueTamony, Kooeiny, aleTuncaniunnosol
KWUCNOTW, BIANOBIAHO, MAKTL CNigNagaTu
3 lnenTndikadia B YO-cnekTp NOrMUMHAHHA BUNROBOBYBAHOMO PO3YMHY B 06acTi Big Binnoeigae
220 Hw po 280 HM NOBMHHI MaTN MAaKCUMYMU 3a JOBXKUH XBW/b
(232+2) 1M Ta (24842) Hm

4 CgHopipkicts fo30BaHWX ofMHKUL  Bignoeigae sumoram [1OY, 2.9.40. NpuiimansHe yricno AV<15,0 %  Bignosigae
aLEeTUNCaNiUMACEa KUEnoTa

5 OpopigHicts pososaHnx oguHvLe  Bignosigae Bamoram JOY, 2.9.40. MNpuiimancHe yucno AV=15,0 % Bignoeigas
napaue'rgqaoﬁ“ HHa g a,

6 OnﬂopﬁhHicm [0O30BaHMX %VIHVIle Bipnosigae sumaram LAY, 2.9.40, NpuiamanbHe wncno AV<15,0 % Bignosinac
KodgiH  Kopotkoa -

7 PoiflafaHHa (xcana ~ He 6inbwe 15 xB 11 x8

= lecprilana It
8 4-a§1iHe¢g%ﬁﬂgy/|ﬂH = He Gincwe C,1 % Bignosigae
~ go4s1212 < ) o
g Caniuﬁgosa KMcnoTa © He Ginbwe 3,0 % Bignozinae
3
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MpoposxeHna CepTudikat Akocri / Ceprudikar aHaniay Ne 170000026206 I” ||ml'lmm"“l“""I'"”ml'l"ll||

PozuuHeHHA napaderamoen

PozunHenHa Kodein

Bianosipae umoram A0Y, 2.9.3 npu Q=75 % 3a 45 xe

Bignosigae simoram Y, 2.9.3 npn Q=75 % 3a 45 x8

PozunHeHHA aueruncaniuMnosa Bignogigae srmoram AOY, 2.9.3 npu Q=75 % 3a 45 x&

KMCNoTa
MikpobionoriuyHa yucroTa

KinbkicHe BU3HaYeHHA
KinbkicHe BU3HaueHHsA
KinbkicHe BUW3HavyeHHsA
YnakoBka

MapkysahHs

BignoeigHo go MKA 113

AueTnncaniuymnoeoi Kucnotn 237,58 - 262 .5 mritab
KogeiHy 61,75-68,25 mritab

MNapauetamony 237,5 -262,5 mrfrat

BipnoeigHo go MKS 13

BinnoeigHo go MKA N3

Bignosigae
Bignosinae
Binnoeigae
Binnosinae *
2476 mriTabn.
63,86 mr/Tabn.
249,0 wmrfrabn.
Bianoeigac

Bignosigae

11. KomeHTapi:

12. YrioBu 36epiranun;

13. 3anBa npo cepTudikayio:

*[TepiogUuHICTL KOHTROMO B KOMHIA 10 cepii
s}

B opuriHanbHIif ynakosui npu Temnepatypi He Buwe 25°C. 36epirati B HENOCTYIHOMY ANd

gitelr micui.

Lnm pigteep/ixyio, wo Bci BMpoGHil cTaaii ans Liei cepil rotosol npogykuii Bynu nposegeni
B MOBHIl BIANOBIAHOCTI 3 BUMOramu, BCTAHOBNEHUMU B YMHHOMY KepiBHuuTEi no GMP,
3aTEeppKeHOMY MIHICTEPCTBOM OXOPOHM 30POB'A YKpatHu, | 3 BUMOramMu peecTpalliiHoro

J0Cbe KpaiHW Npr3HAYEHHs

Cepia gossoneHa Ao peanizauii / BigeaHTaXKeHHs 3 30.09.2023

MB: Kopotkosa O.T.

Mocaga: YnosHoBaxeHa oco6a

3aTEepKy0

Mianucano enekTtporHum nignucom: 30,09.2023  13:45

AOKYMeHT nifnucaHo y cepeici BuacHo (noyaTok)
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