{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n P H u un (+38044)207-73-41 Bippin koHTponic AkocTi

CepTudikar akocri / Ceprndikar ananisy Ne 170000021699

1. HaiimeHyBaHHA npogyxuii: LATPAMOH MAKCI®

(HazBa, cuna fAii/akTMBHICTL, Nikapcbka ¢opma Ta 1 TabneTka micTuTb: napauetamony 250 mr, kodeiHy 65 mr, aleTnncaniuunoBoi
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha kucnotn 250 mr; Tabnetkn; no 10 TabneToK y KOHTYPHI YapyHKOBII ynakoBui;
YNaKoBLi roToBol NPoAyKLUii)) ne 2 KOHTYPHI YapyHKOBI YNaKoOBKKW ¥ Navlli 3 MapKyBaHHAM YKPaiHCbKOK MOBOIO
2. Homep cepii: DT40523

3. Poamip cepii: 33,341 1¥N

4. KpaiHa-BMpoGHUK: ¥KkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/M7370/01/01
7. Bata supoGHulyTBa: 05.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 05.2025

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpOoGNeHOo, BKAOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHULL BUPoGHULTEA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AinbHuLYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTngikat GMP Ne 060/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauiinHoro noceigyeHHa NCUAMA7370/01/01 eig 26.04.2019
Ne97 8, 3i amiHamm

PeaynbTaTk aHanisy:

N° n.n. HalmeHYBAHHA NOKAZHWKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Onuc TabneTkn goeracToi ¢opMu 3 ABOONYKNOW NoeepxHetw, finoro abo  Bignosigae

Maiixe binoro konbopy. JlonycKaloTbCA BKpanneHHA CipyBaToro

KONbOpY
2 laeHTUDiKalis A Ha xpomaTorpamax BunpoSoBYBaHOrO PO3UMHY | pO3UMHY BianoBsipae

NopiBHAHHSA, Ofep*aHnX y po3gini "KinbKicHe BU3HaueHHA", yacu
YTpUMYBaHHA MiKiB Napaueramony, kodeidy, ayetnacaniyunoeoi
KWCNOTH, BIANOBIAHO, M2IOTb CiBN2JaTH
3 laeHTUdikalia B Y{-cneKkTp NOrMMHaHHA BUNPoSoBYBaHOro po3yuHy B ofinacTi Big Bignosigae
220 Hm go 280 HM NOBUHHI MaTH MaKCUMYMU 32 JOBXUH XBUNb
(23212) Hm T1a (248+2) HM

4 OgHopigHicTb go3oBaHMX oAWHUUL  Bignosigae Bumoram AdY, 2.9.40. MpwiimanbHe uncno AV<15,0 % Bignosigae
aueTUNCaniunNoBa KUCNOTa
5 OgHopigHicTb go3oBaHMX oAWHUUL  Bignosigae Bumoram AdY, 2.9.40. MpwiimanbHe uncno AV<15,0 % Bignosigae
napawetamon
B OgHopigHicTb go3oBaHMX oAWHULL  Bignosigae Bumoram AdY, 2.9.40. MpwiimanbHe uncno AV<15,0 % Bignosigae
KoeiH  seoRHMa
& -, .
7 PosnagBHuA "90 He 6inowe 15 xB 11 xe
<~  KopoTkoBa -
8 4-alinodpeHa  cana p He 6inbwe 0,1 % Bianoeipae
= lNeopriieBHa z
9 ca’&"‘“"WIHH N He Ginowe 3,0 % Bignoeipgae
- 00481212 - ) ) ] )
10 POB'-MﬁgHHFI napauemmogo Bigpnosigae Bumoram ADY, 2.9.3 npu Q=75 % 32 45 xB BianoBigae
7 c

‘?‘»auo ¥ a“'a
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1 Po3unHeHHs KogeiH Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae

12 PosunHeHHA aleTuncaniyvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae
KNCNOTa

13 MikpobionoriyHa uncroTa BignoeigHo MKA 113 Bignoeigae

14 KinbKicHe BM3HayeHHA Aletuncaniywnosoi kucnotu 237,5 - 262,5 mritab 252 .8 mriTabn.

15 KinbKicHe BM3HayeHHA Kogweiny 61,75-68,25 mritab 63,57 mriTabn.

16 KinbKicHe BM3HayeHHA Mapauetamony 237,5 -262,5 mr/tab 2493 mriTabn.

17 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

18 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi: Bes komeHTapie

12. YmoBu 36epirannn: B opuriHanbHii ynakoBui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCcTYNHOMY AnA

piten micyi.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii rotoeoi npoaykuii 6ynu npoeefeHi
B NOBHIiil BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMOramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanisauii / BigBanTaxeHHn 3 31.05.2023

3aTBepaKyio
MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 31.05.2023  15:33

JoxymeHT nignucaHo y cepeici BuacHo (nouaTok)
00481212_20230531_Certificate_170000021699.pdf
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MpopoexeHHa CepTudikat akocti / CepTudikar aHanisy N2 170000022726

Po3unHeHHA KodeiH

Bignosigae sumoram ADY, 2.9.3 npun Q=75 % 3a 45 xe

Po3umHeHHs aueTuncaniyunoea Bignogigae eumoram AOY, 2.9.3 npu Q=75 % 3a 45 xB

KWUCNoTa
Mikpob6ionoriuyHa uncroTa

KinbKicHe BW3Ha4YeHHA
KinbkicHe BM3HaYeHHA
KinbKkicHe BM3Ha4YeHHA
Ynakoska

MapKyBaHHA

BinnosigHo MKA N3

Auetuncaniymnosoi kncnotn 237,5 - 262,5 mr/tab
Kodeiny 61,75-68,25 mrftad

MNapaueramony 237,5 -262,5 mr/Tab

BignosigHo go MKA N3

BignoeigHo ao MKA N3

O R

Bignosinae
Bignosinae
Bignosigae *
256,0 mr/Tabn.
63,81 mr/Tabn.
248,6 mr/tabn.
Bignosigae

Bignoeinae

11. KomeHTapi:

12. YmoBn 36epiraHHAa:

13. 3aaea npo cepTndikauiio:

* Mepiogn4YHICTb KOHTPONIO B KOXHIN 10 cepil

B opuriHanbHiin ynakoBui npu Temnepatypi He Buwe 25°C. 36epirati B HeAOCTYMHOMY AnA

aiten micyi.

Lum nigTeepaxyto, Wo BCi BUpOBGHMYI cTagii ana uiel cepii roToBoi npoaykuii 6ynu nposegeHi
B NOBHIl BigNOBIAHOCTI 3 BUMOraMu, BCTAHOBNIEHMMU B YUMHHOMY KepiBHuuTei no GMP,
3aTBepaKeHoMy MiHicTepcTBOM OXOPOHW 300pOB'A YKpaiHu, i 3 BUMOraMin peecTpauiiiHoro

OOCbE KpaiHW NpU3HaYeHHA

Cepia go3soneHa go peanisaudii / sigeaHTaxeHHn 3 04.07.2023

Mib: KopoTtkosa O.T.

Mocapa: YnoBHOBa)keHa ocoba

3aTBepaxyo

MignucaHo enekTpoHHuUMm nignucom: 04.07.2023 09:42

N, —

N —— o ‘__.,/
[oKyMeHT nignucaHo y capsici BuzCHo (noyaTok)
00481212_20230704_Certificate_170000022726.pdf
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HdokyMeHT nignucaHo y cepsici ByacHo (NpoaoB)KeHHRA)
00481212_20230704_Certificate_170000022726.pdf

[okymeHT BignpaeneHo: 09:47 04.07.2023

BnacHuK BOKYMEHTY

EnexkTpoHHMiA nignuc

09:47 04.07.2023

€APMNOY/IMNH: 00481212

lOp. Hazea: MPUBATHE AKLLIIOHEPHE TOBAPUCTBO ®APMALLEBTUYHA ®IPMA JAPHULSA
CTapLM1i iIHCNeKTop-ynoBHoBaXkeHa ocoba: KopoTkoBa OkcaHa 'eopriiBHa

Yac nepesipku KEM/ELM: 09:47 04.07.2023

Cratyc nepeBipku cepTudikaTy: CepTudikar gie

CepiitHuin Homep: 32BA6ADAS780FF450400000097150000053B0000

Tun nignwncy: kBanidikoBaHMA




¢ aarHUUS

Appeca 02093, m. Kuie, Byn.
Ten. /Dakc:
(+38044)207-732-41 Bipgin KoHTpoONK AKOCTI
(+38044)207-73-04 YnoBHOBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnsgy

Bopucninbceka, 13
(+38044)566-68-78 MMpuimanbHa

[

Ceptudikar akocri / Ceprundikar ananisy N2 170000022726

1. HaiimeHyBaHHA NpoAYKLUii:
(Ha3ea, cvna piifakTUBHICTb, NiKapcbKa ¢popma Ta

po3mip ynakoeku (igeHTWYHO OO TEKCTY Ha

yNakoBLi roToBOT NpoAyKuii))

2. Homep cepii:

3. Pozmip cepii:

4. KpaiHa-BMpo6GHUK:

5. HaiimeHyBaHHA KpaiHu / KpaiH nprsHaYeHHA
ANnA cepii:
6. Homep peecTpayiitHOro NoCBig4YeHHA:

7. lata Bupo6HnuTBa:

8. [laTta 3aKiHYeHHA TepMiHY NpuAaTHOCTI
(micaup i pik, nicna skoro J13 He 3acTocoByeTbCA):

9. HasBa, agpeca Ta HoMmepwu nilyeHsin Bcix
AinbHULBb BUpOBHMLTBA | KOHTPONIO AKOCTI;
Ceptundikarm signosigHocti GMP Bcix
AinbHULUb:

10. AHaniz BUKOHaHWIA 3rigHo:

PesynbTatn aHanisy:

LUUTPAMOH MAKCI®

1 Tabnetka MicTuTb: nNapauetamony 250 mr, kodeiHy 65 mr, aueTuncaniynnosoi
kucnotn 250 mr; Tabnetku; no 10 TabneTok y KOHTYPHIN YapyHKOBIN YNakoBLi;
no 2 KOHTYPHI YapyHKOBI YMaKOBKM Y Nauli 3 MapKyBaHHAM YKPaiHCbKOK MOBOH

DT60623
33,701 Tyn
YkpaiHa

YkpaiHa
UA/17370/01/01

06.2023
06.2025

BUPOGNEeHO, BKMOYaloUM yNakoBKy/MapKyBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«QapmauesTuuHa ¢ipma «JapHuua» 3a agpecoto: m Kuie, Byn. bopucninbcbka,
13;

niueHzia AB Ne5980886;

cBigouTBO Npo atectauito nabopaTtopin BKA N2 128;

ceprudikat GMP Ne 060/2022/GMP

MKA 113 go peectpauiiHoro noceigueHHa NeUA/17370/01/01 Big 26.04.2019
Ne978, 3i amiHamm

N2 n.n. HalMeHyBaHHA NOKa3HWKa Bumorn HopmaTMBHOT AOKYMeHTau il PesynbTaTt aHanisy
1 Onuc TabneTkn goeractol ¢opmi 3 ABOONYKNOIO NoBepxHelo, 6inoro abo  Bignosigae
maike Binoro konbopy. [lonyckaTbcs BKpanIeHHa cipyBaToro
KONbLopy
2 lgeHTudikauia A Ha xpomatorpamax BunpoOoBYBaHOro PO3UMHY i PO3UNHY Bignosinae
NopiBHAHHA, oAepXaHux y pozgini "KinokicHe BusHaueHHa", yacn
YyTPMMYBaHHA Nikie napauetamony, kKodeily, aueTuncaniumnosol
KMCNOTK, BiANOBIAHO, MalOTL crienagaTtn
3 lgentndikauia B Y®-cnekTp noranHaHHA eunpobosyeaHoro po3uunHy B obnacti sif Bignosigae
220 Hm go 280 HM NOBUHHI MaTKU MaKCUMYyMW 33 [OBKUH XBUMb
(23242) Hm Ta (248+2) Hm
4 OpHopigHicTb po3oBaHux ognHuLbL  Bignosigae sumoram OAY, 2.9.40. MNpwiimancHe yncno AV<=15,0 % Bignosinae
aueTuncaniymnosa KucnoTa
5 OpHopigHicTb Ao3oBaHUX ogvHuub  Bignosipnae sumoram AQY, 2.9.40. NpuitmanbHe yucno AV<15,0 %  Bignosigae
napatetamon T
6 OpHOopigHICTL 4O30BaHUX oguHULUL  Bignosigae eumoram AOY, 2.9.40. NpuitmanbHe uicng/AY£15,0 %
kodein  xeOMNME L. AN
7 Posnaﬂ%ﬁm ‘?"z,r He 6inbwe 15 xB
~  KopoTkoea -
8 4-amMiHopeHON capa = He 6inbwe 0,1 %
- eopriiBHa -
9 Caf”“"%ﬂWl MH - He 6inbwe 3,0 %
- 00481212 e o N =t
10 Bianosigae Bumoram Y, 2.9.3 npu Q=75 % 3a 45 x8 = —Binnosigae

Posuenna napauetamon,,
-, >

% ¢
4 3
Cano y 8%

Crop. 132



(+38044)207-73-04 YnopHoBaxeHa ocoba 3 saKocTi
(+38044)207-73-27 YnoeHosaxeHa ocofa 3 dapmaKoHarnagy

Appeca 02093, m. KwiB, Byn. Bopwcninbcbka, 13
Ten. /®akc: (+38044)568-32-10 MMpuiimancHa
a n p H u u q (+38044) 207-73-41 Bigain KOHTPOMIO AKOCTI

Ceptudikar akocri / Ceprndikar aHanisy N2 170000010128

1. HaiAmeHyBaHHA NpoOAYKLii: LUMTPAMOH MAKCI®

(vassa, cuna pgiifakTmBHicTb, Nnikapcbka dopma Ta 1 TabneTka mictuTe: napauetamony 250 mr, kodeiny 65 mr, auetmncaniyvnosoi
po3mMip ynakoBku (ieHTUYHO [10 TEKCTY Ha kucnotu 250 mr; Tabnetku; no 10 TabneTok y KOHTYpPHIA YapyHKOBI ynakoBLi;
ynakoBLi roTOBOI NPoAyKLii)) No 2 KOHTYPHi 4YapyHKOBI YNaKOBKM Y Nayli 3 MapKyBaHHAM YKPaiHCbKOI0 MOBOIO
2. Homep cepii: DT60822

3. Po3mip cepii: 33,361 TYN

4. Kpaina-BnpoOHNK: Ykpaiva

5. HalimeHyBaHHA KpaiHM / Kpain npM3HaueHHA YKpaiHa

AnA cepii:

6. Homep peecTpauniiitioro nocsigueHHn: UA/17370/01/01

7. laTta eupo6HuyTBa: 08.2022

8. flata 3akinueHHA Tepminy npmaaTHocTi 08.2024

(micaup i pik, nicna skoro J13 He 3acTocoByeTbeA):

9. HasBa, agpeca Ta HOMepH nilyeHsiA BCix BMpoOneHo, BKIOYalouMn YNaKoBKy/MapKyBaHHA Ta KOHTpOnb AKocTi Ha MpAT
AinbHUUL BUpoGHMYTBa | KOHTpOMIO AKOCTI; «®apmauesTuuHa ¢ipma «[lapHuua» 3a agpecoio: M Kuis, syn. bopucninbcbka,
Ceprndixamm BignosigHocri GMP Bcix 13;

ANbHULDL: niyenxsia AB Ne598086;

cBifouTBo Npo aTtecrauiio naboparopiii BKA Ne 128;
ceptudikat GMP Ne 035/2019/GMP

10. AHanis BUKOHaHWIA 3rigHo: MKA N3 po peectpauiitHoro noceigueHHa NeUA/17370/01/01 Big 26.04.2019
Ne978, 3i amiHamm

PezynbTaru aHanisy:

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA BuMOrn HOpMaTHMBHOI JOKyMeHTauil PesynbraT aHanisy
1 Onuc Tabnetku gosracToi ¢opmu 3 ABOONYKNOIO NosepxHelo, Ginoro abo  Bignosigae

mainke 6inoro konbopy. JlonyckaloTbca BKpanneHHA cipysatoro

Konsopy
2 InenTndikauia A Ha xpomatorpamax BMnpo6OByBaHOrO PO3UYMHY i pO3UMHY Bianosinae

nopiBHAHHA, ofiepXKaHux y po3aini "KinbkicHe Bu3HaueHHA", yacu
YTpUMyBaHHA Nikis Nnapayetamony, KodeiHy, aueTuacaniumnosoi
KUCMOTY, BiANOBIAHO, MaloTb CNiBNagaTu
3 InenTudikaniia B Y®-cnexTp nornuHaHHA sunpo6GoBysaHoro po3unHy B obnacri sig ~ Bignoeigae
220 um po 280 HM NOBUHHI MaTV MaKCUMYMMU 33 JOBXWH XxBunb (232
12) um Ta (24842) Hm

4 OpHopigHicTL go30BaHuX ofguHuub  Bignosigae eumoram AY, 2.9.40. MpurimanbHe uuono AV<15,0 % Bianosigae
aleTUNcaniuMnoBa KUCNoTa

S OnHopiaHicTs Aososanux oauHuub  Bignosigae sumoram AQY, 2.9.40. NpuiimanbHe yucno AV<15,0 % Bianosigae
napaueTamon - SN

6 OpHopigHicTL Ao3oBaHUX opguHuUb Bignoeigae sumoram AQY, 2.9.40. MpuiimanbHe qucno.ae’»{\’r's‘.tﬁ;t] Y% —Bignouinac
KodeiH / N N R

7 PoznagaHHA He 6inbwe 15 xe 2 i \

8 4-amiHo¢peHon He 6inbwe 0,1 %
9 Caniyvnoea kKucnora He 6inbwe 3,0 %
10 PosuuHeHHn napauetamon Binnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xe '
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Miposorxewnun Ceprusivar mwocrt | Ceprusinar auanizy we 170000010128 || HNNNINANI NN

11 Po3uuHeHHA kodeiH Bignoeigae sumoram 1Y, 2.9.3 npu Q=75 % 32 45 x8 Bianosigae

12 Po3uuHeHHs ayeTuncaniyMnosa Bipnoeigae sumoram [idY, 2.9.3 npu Q=75 % 32 45 x8 Bianosigae
KUCnoTa

13 MixpobionoriuHa uncroTta BignoeigHo MKA J13 Bignosipae *

14 KinbKicHe BU3Ha4YeHHA Auetuncaniuunogeoi kucnotm 237,5 - 262,5 mrftab 250,3 mr/rabn.

15 KinbkicHe BM3HauYeHHA Kogeiny 61,75-68,25 mr/rab 62,65 mrfrabn.

16 KinbKicHe BM3HaueHHA Mapauyeramony 237,5 -262,5 mrfrab 244 2 mrfrabn.

17 Ynakoeka BignoeigHo go MKA N3 Bignosigae

18 MapkysaHH#A BignoeigHo o MKHA J13 Bignosigae

11. KomenTapi: *Mepiognuxicte KoHTPONIO B KOXHIA 10 cepii

12. YmoBn 36epirannn: B opuriHanbHii ynakoBLi npu Temnepatypi He Buwe 25°C. 36epiratm B HEAOCTYNHOMY [NA

Aiteil micui.

13. 3anBa npo ceptmikaniio: Lium nigreeppkyio, wo BCi BUpo6HUMYUi CcTagii aAna Uiei cepil rotoBoi npopykuii 6ynu nposegeHi
B MOBHilA BiANOBIAHOCTI 3 BUMOramMu, BCTaHOB/IEHMMKN B YMHHOMY KepieHULTBI no GMP,
3aTBeppkeHoMy MiHiCTepcTBOM OXOpPOHU 3710pOB’'Aa YKpaiHu, i 3 BUMOraMu peectpalliitHoro
AOCLE KpaiHW NpU3HaYeHHA

Cepina nossonexa go peanisayii / sigsaHraxennn 3 29.08.2022

3arsepKy0o
Nib: Kopotkosa O.I.

Mocapa: YnosHoBaxeHa ocoba

MignmucaHo enekTpoHHuMm nignucom: 29.08.2022 09:51
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