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Kinekicts npogykuii:

Ten. (044) 496-87-87, Ten./pac.(044) 239-19-38, Ten./pakc (044)49689-42, Ten, (044) 485-26-57 {uinopo6oso)

Ceprudikar akocti N° 040000114986

®apmagon®, tabnetku, no 10 TabneTok y 6nicrepi, no 5 6nicrepis y nauui
TABAETKA MICTUTb ALETUNCANILIATIOBOT KUCTIOTH 300 MI, MAPALIETAMONY 100 MT, KO®EIHY 50 MP

Homep cepit: 340424 KpaiHa oTpumyBay: YkpaiHa
9.996 Tuc.ynak. Ne PeecTp. NOCBIgUeHHA: UA/8183/01/01
[lata BUpobHULTBA: 04.2024 TepMiH il peecTp. NocBigueHHs:  HeoOMexeHui

AHari3z BUKOHaHWIA Mo: MK$ 13 go P NeUA/8183/01/01, aminnm sin 23.02.2022 p.

HaliMeHYBaHHA NOKa3HUKIB

Bumoru AHA(cneuundikayii) PesynbraTu BUNpobysaHb

Oonunc

IpeHTudikauis
Napauetamon, KodeiH,

aueTuncaniyunosa Kucniota

KuicnoTa NUMOHHa

CepeniHa maca

Caniyunosa Kucsnora

Po3UUHEHHA

fapaueramon

KodeiH

aueTuncaniymnoBa Kucnota

OnHopigHICTb [O30BaHMX

ofVHULb

n-AmiHodeHon

Mikpo6ionoriyna Yncrora

Tabnetku 3 NAOCKOK NOBEPXHEID 3 PUCKOHD
dackoio, 6inoro abo maiixe Ginoro Konbopy, i3
cnabknm crneyudiuHvm 3anaxom. Ha nosepxHi

TabneToK AOMYCKaTbCA MAaPMYPOBICTb i BKpanneHHsA Bignosigae

Ha xpomaTorpami BUrpoboByRaHOro PO3UMHY,
oTpuManif B pozgini "KinbkicHe BusHaueHHs",

yacu yTpuMyBaHH# NiKiB napauetamony, Kodeiy i
aueTuUNCcaniumMNoBOl KUCIOTY, MaloTb CliBnagaru 3
yacamu yTpUMYBaHHS MiKiB napaueramony, KodeiHy

i aueTUNCaniLuMIoBOT KUTIOTU Ha XpomMaTorpami

PO3UMHY NopiBHAHHA (d) 3 TouHicTio + 2 % Bignosigae
AkicHa peakuia Bignosigae
Big 0,570 r o 0,630 T 0,597 r

0,600rx5% Bignosifgae

He 6inblue 3. % sig smicty ayeruncaniuynosol

KUCNoTW B TabreTui

He menuie 75 % (Q) yepes 60 xs Bif BMICTY,
3a3HaveHoro B posaini "Cknag"
He meHwe 75 % (Q) yepes 60 xs Bif BMICTY,

3a3HaueHoro B pozgini "Cknan"

He mente 75 % (Q) uepes 60 xB 8if BMICTY,
3a3HaveHoro & posgini "Cknag” 98 %
Mae BuUTpUMyBaT BUMOTA

Bignoeigae

He 6inblie 0,005% Bianosigae

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom

ID 040000114986 Crop.1 32
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Ten, (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten, (044) 485-26-57 (uinopoboso

3aranbHe UUCno aepobHIX KpuTepii npuitnatHocti 1000 KYO/r

mikpoopranismis (TAMC) *

3aranbHe UNCno APIKIKOBUX Ta Kputepin. npunHaTHocTi 100 KYO/r
nnicHasun rpubis (TYMC) * *
Escherichia coli * BigcytHictbB 11 *

KinbkicHe BU3HaueHHA

NapaueTamon Big 95,0 mr go 105,0 mr B nepepaxyBaHHi Ha
cepesHio macy TabnerTki 100,7 mr/rab
Kodein Bin 45,0 mr no 55,0 mr B riepepaxysaHHi Ha
cepejHto macy TabneTtku 50,5 mriTab
AueTtuncaniyunosa Kucnora Big 285,0 mr go 315,0 mr B nepepaxyBaHHi Ha
cepeaHo macy Tabnetku 292,1 mritab
Ynakoska Mae BifinoBifaTV BUMOram Binnoginae
MapkyBaHH# Mae ignosipatit sBumoram Bignosigae
TepmiH npuaaTHocri: 2 poku lo 04.2026

Vmosn 36epiranna:  36epiraTi B 3axMlieHOMY Bif CBITNa Micli npu Temnepatypi He Buue 25 °C,
KomeHTapi:

*Ha nigcrasi nepioguuHoro KoHTposto. MpoTe My NiATBEPAXKYEMO BigNOBIAHICTL AaHOT cepii Bumoram HJl
3asBa npo ceprudikauiio:

Llum 5 3acsiguyio, WO BULEBKasaHa iHdopMaLlia € LOCTOBIpHOW i TouHow. Lo cepito npoaykuii 6yno supobneHo (BKaKUaouu
yNaKoBKy/MapKyBaHHA) Ta NPOBEAeHU KOHTPOML il AKOCTI Ha HUKUEBKasaHill AinbHULI B NOBHIN BignosigHocTi fgo sumor GMP,
BCTAHOBNEHUX MICLIEBUM PErynAaTOPHUIM OPraHoM, a TakoX Y BignosifHoCTi i3 cneludikauiamu, AKi 3HaX0f4ATbCA Y peecTpaliiHomy
AOCbE/TOproBoi RiLeHsii. MpoTokonn BUPOBHULTEA, NakyBaHHA Ta aHanisis 6ynv nepesipeHi Ta BCTaHOBNeHa Bignosigricte GMP.

‘ /9",’;, .
1A ‘ KeHa % W
Dossoneno Ao peanisalii / 4o BigBaHTaXKeHHA 9 ) d i .
YnoeHoBaxeHa ocoba — MposigHuii iHxeHep BCTaBll flpemeHko B.B. ' ' / 10.05.2024

Bupo6Huua ginbHuyA:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; JliueHsis Ha BupobHuuyTeo AE Ne 637430 sig 07.04.2015;

Ceprudikat GMP Ne045/2022/GMP sin 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 Big
15.12.2023

KoHTponb AKOCTI Ta Biifaua A03BOHY Ha peanisaliito:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; CBigoLTso npo aTectalito Ne 390 sig 22.01 .2019

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom
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Yoa 20443 SDE-ETET . Ventpane (s Z30-4R0, Fon et IDSA)ASHESE Yon, 1908} dREDE G (uinoryduan;

Cepradixar swocri Ne 040060117118

Bapmagon®, rabnericn, no 10 talhevox y bnicrepi, no 5 bnictepin v naui
TABRETRA MICTITE ALETWICAMIMRDBOT KMCATI 300 MF, NAPALETAMORY 350 MF, KOBEHY 50 M

Vhoimesr TRpE B1082S Kiatien ipnAmy R Yupaiaa
Hinswieos tpoiysi: 40,080 Thc,ymak, H# FesCTp, NUEEENEL, URMB183/0701
Hama papetHaiTEs, - - (W 203 Ternativt A pUECts. OCHGeKE HEAEME SR

ARanis Borrosamai ] _ RAKS 113 fio PIT SRLIAE1B3I0H0Y, 3aninv sig 23.02.2022 p.

HakmoHyBaHuR AOKAZHATE Brmory AHAonetdika FaxynuTath BMnpobiyeans

[T TEr e

Lo EL Col TafinaTiit 3 FA0CHOH AORPHERE 3 DUCKQIG §
dackeis, Sinoro ato salivre BRoro koReapy, i3

enafiis copippfiuring zanaon, Ha nogepd

_ rARMRTOM GOOVCKAIOTRCH MADMYDOHICTy | 8XDaneHHn Eianomliac -
Eenridrikaiin
(apausTasmon, Kodehi, - Ha wpomaroraamt SUHHafoRyBRHOTO pOsUY,
AETANCAMHUADES HATNTTE OTpEMANT & posgint “Kinskicke suavaven”,
wacy yTpvAYERHYR DIKIR NARSUETaIORY, Kopeiy |
EHETURCATILMADED KICADTY, MaIETE TIHBNLERS 3
YaTami YTERMYEaHHER Nikie RapayeTamony, Kodeiny
P aleTHEEAnHBNoBoE RMODYN Ha HES TR
oasuey topigeaeea () 5 toucne £ 3 % .Bi.s:q.ﬁéa.i,&a.ﬁ'
Hiscriota AsoNH HxiCHa PEAKLR Biznoeiga .
Copepss Mara
i 057 e o B30T fh04r
DEON 2B W Bianoninss:

Hetimsua 3 % aiy smicTy AUPTWRCANMTORG!

CORACHOTA B TaBnetul 1

o MEpie 75 Sh ) vepes S0 sig suicy,

hraauavesoro & posnial "Cxnay” g7 %
Be peme TS % {00 uepbea 80 ki Big ewiory,
sdsnanenore & poapie "Crnag 45 %
He merws 75 Y% (Q) vepes B0 8 i smicry, -
: samEaupHoTe B poamn "Crrag” G5 %
{IgHERianicTs AOTORIHEE Mg BUTIHAMYBATIC SMMOTH
G MR Bignoargac
a-hasinoeton Fo Himnuke O 00535 Hixnowipas

MikpaSicnoriins wacToTa

Ceprrighingm HOnUCaNe EACKITPOHHLM PO 5 I II8 Crop, t 32
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T, ) GRS, Tom ng S04 TR R Frn e [BATB0ER-ET, Ton, (044; 2050057 fubrspitanal

Spranibie Yoo aepobnns Kpwrreplis npuianTsoctt SU00 XY (e

wikpoopranizmis (TAMCT

IEMARENG WS TRDEREEAN TH- Bpsrrepsi npaisaraoce 100 KYOi
pnicenpu rpwbis {TYMC) ¥
Escherichia coli * Bigeymaicrnntr EE

KinericHe BREHAUSHES

FRagaueTaman Rig 95,0 war 4t 1087 e 8 neépepaiyisdil na
CEPEAHKY MACY TABNETKE 947 sehat
Kiieii e Bin 450 wr o 55,0 wr B NepapanyBase B
Eeprepe Mary TE0neTa &% 3 sarfrai
AudTaRcARILAORS KRACEOTE Big 285.0 sr oo 3150 wr & nepepaxysEHn ka.
CEPRANI MACY TRBSTHI 20 wrivab
Viaxonka Bhay BIRAOSIGSYH SEADTaM Bignomigae:
Mapwypmarme Miak BiEAORIGATIA BT AN ... ... Bianosime.
Tepmin HpHAITHOCT . 2 pown Ho 08 2026

Vnonp aepiFaNES!  60pITETA B anlleWeuy BIN CRItN MILUT MO TEMREDITYD HE Belige 25 "
KomeHyapl:
“Ha rEicTasl NEpIGRIHOTO KOHTDOMIG, {ipitre M AIATREDAAYEMD BiRNGRIHIT Aaust capi awmaras HY
3arEa npe cepTrdixaniv
Uise 7 RCBIGHYID, LD BURESKAIaH MECDMALR € FOCTOSIPHON T TOUHGR Lo copho npogyrial Syno ewpobneun {Brmouaoul
YN ARYIMALRKYRARKAY T2 DPORSHLHNA KONTROAL 1T ARGCT] B HiaKEzaHi NRMRE B noaHih BIATOBIAHALT A0 MasT GMP,

ACTAHOBNISHME MICUSREN DETYNATORHAM TPIEHOM, & TAKDK ¥ slgeosipnoeTt i3 cooiwdikatisme, Akl HROARTEA Y peecTRaulitHONY
pecniiToprosal pinens. FIoTarom BNpolHuaTas, NakyBaes ¥3 aHEnisls Sy nepesipent 13 SCTAHOBNEH sigroniguices GMEF,

Hozwonens g peanisauil 7/ {0 BigBasTamenis

VHEGEHOSRRERS 0Co8a « Fipaaiami inwmenep BOraln Rosmenso BE. 3008 2028

Bapuﬁ;;awa AlrtsBEAUA;
VEEAIRA, DA0AD &, Kuie-80, wn. Kupuniscera, 74, Miuensia #o pipoBnngisd AR W 837430 oig O7.04.2015;

Cepradixar GMP MOASIZ022/GMP sin 25.05.2022; GMP_UZ-08:2023 ain 40.11.202% CMPIEASLIKZRT-01-24 2l
45,13 72003

; Kmnb AxoCY 1A SUGAYE SOXRONY Ha peasianin; _
KB ATHA, DEORD . Kufle-80, ayn. Kupiniscexa, 74; Caigouas npo srecralio W 350 sig 2201201 g,

Coprinshiigm RidnueaHd CASRMPoHHUM Ridnucon
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Spranibie Yoo aepobnns Kpwrreplis npuianTsoctt SU00 XY (e

wikpoopranizmis (TAMCT

IEMARENG WS TRDEREEAN TH- Bpsrrepsi npaisaraoce 100 KYOi
pnicenpu rpwbis {TYMC) ¥
Escherichia coli * Bigeymaicrnntr EE

KinericHe BREHAUSHES

FRagaueTaman Rig 95,0 war 4t 1087 e 8 neépepaiyisdil na
CEPEAHKY MACY TABNETKE 947 sehat
Kiieii e Bin 450 wr o 55,0 wr B NepapanyBase B
Eeprepe Mary TE0neTa &% 3 sarfrai
AudTaRcARILAORS KRACEOTE Big 285.0 sr oo 3150 wr & nepepaxysEHn ka.
CEPRANI MACY TRBSTHI 20 wrivab
Viaxonka Bhay BIRAOSIGSYH SEADTaM Bignomigae:
Mapwypmarme Miak BiEAORIGATIA BT AN ... ... Bianosime.
Tepmin HpHAITHOCT . 2 pown Ho 08 2026

Vnonp aepiFaNES!  60pITETA B anlleWeuy BIN CRItN MILUT MO TEMREDITYD HE Belige 25 "
KomeHyapl:
“Ha rEicTasl NEpIGRIHOTO KOHTDOMIG, {ipitre M AIATREDAAYEMD BiRNGRIHIT Aaust capi awmaras HY
3arEa npe cepTrdixaniv
Uise 7 RCBIGHYID, LD BURESKAIaH MECDMALR € FOCTOSIPHON T TOUHGR Lo copho npogyrial Syno ewpobneun {Brmouaoul
YN ARYIMALRKYRARKAY T2 DPORSHLHNA KONTROAL 1T ARGCT] B HiaKEzaHi NRMRE B noaHih BIATOBIAHALT A0 MasT GMP,

ACTAHOBNISHME MICUSREN DETYNATORHAM TPIEHOM, & TAKDK ¥ slgeosipnoeTt i3 cooiwdikatisme, Akl HROARTEA Y peecTRaulitHONY
pecniiToprosal pinens. FIoTarom BNpolHuaTas, NakyBaes ¥3 aHEnisls Sy nepesipent 13 SCTAHOBNEH sigroniguices GMEF,

Hozwonens g peanisauil 7/ {0 BigBasTamenis

VHEGEHOSRRERS 0Co8a « Fipaaiami inwmenep BOraln Rosmenso BE. 3008 2028

Bapuﬁ;;awa AlrtsBEAUA;
VEEAIRA, DA0AD &, Kuie-80, wn. Kupuniscera, 74, Miuensia #o pipoBnngisd AR W 837430 oig O7.04.2015;

Cepradixar GMP MOASIZ022/GMP sin 25.05.2022; GMP_UZ-08:2023 ain 40.11.202% CMPIEASLIKZRT-01-24 2l
45,13 72003

; Kmnb AxoCY 1A SUGAYE SOXRONY Ha peasianin; _
KB ATHA, DEORD . Kufle-80, ayn. Kupiniscexa, 74; Caigouas npo srecralio W 350 sig 2201201 g,

Coprinshiigm RidnueaHd CASRMPoHHUM Ridnucon
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Ten. {044} 496-67-67, Tentgaxc {044) 239-19-38, Ten./daxc (044)49589-42, Ten. (044) 485-26-57 {uinopationo)

Ceprudikar sxocri N 040000121400

14
HIER

®apmagon®, Tabnerku, no 10 rabnerok y 6nicrepi, no 5 6nicrepis y nayui
1TAB/IETKA MICTUTb ALETUNCANILMNOBOT KUCNIOTIA 300 MI, NAPALIETAMONY 100 MI, KO®EIHY 50 Mr

Homep cepil: 160425 Kpaita ovpumysad; YkpalHa
KinbKicTb NpoayKuii: 17.203 Tuc.ynak, N PeecTp. noceiguerHn! UA/8183/01/01
Hara snpoBuvuTea: 04.2025 Tepmin gii peectp. nocsigyenHa:  HeobMexeHni

AHani3 BuKoHaHuiA No:

MKA N3 go PT1 NeUA/8183/01/01, aminw sig 23.02.2022 p.

HalimeryBsaHHa nokazxukie

Bumoru AH[{cneyudikauii)

Pezynsratu Bunpobysans

Onwc

TabneTkK 3 NNCCKOW NOBEPXHEIO 3 PUCKODIO |
dackoio, binoro abo malixe Binoro KoAboOpy, i3

criabkum cneyvdivHum 3anaxom. Ha nosepxHi

TabNeToK AONYCKaTLCA MAPMYPOEBICTb | BRKPANNEHHA Bignoeigae
laeHrudikauia
Mapauetamon, kodeiH, Ha xpomatorpami BunpoBoByBaHOTO pO3uuiy,
aueTuncaniuvunoea KMenoTa oTpumaHii B po3gini "KinbKicHe BUMaHaYeHHA",
4acu YyTpuUmyBaHHA NiKie napauetamony, Kohainy |
aLeTnnCcaniyuAoBol KUCAOTH, MaloTh COIBNQJaTH 3
uacamu yTPUMYBaHHA Mikis napayetamony, Kogefny
i aueTrncaniyMnosol KUCNOTH Ha XpomaTorpami
po3uuHy ropisHanHa {d) 3 TounicTio £ 2 % Blanosigae
KwncnoTa numonHa flkicHa peakuis Bignosinac
CepepHAa maca
Bin0570rpgo 0,6830r 0.601r
0,600r+5% Bignosipae
Caniuvnoea Kikcnota He Ginbwe 3 % six emicty auetuncaniyunopel
KUCAOTK B TaBneTw| 1%
PozunHeHHusn
napayeramon He menwe 75 % {Q) uepes 60 xs Big Bmicry,
3asHaveHoro B pozgini "Cknag" 100 %
KodeiH He merwe 75 % {Q) uepes B0 xs Big BmicTy,
3a3HaueHoro 8 pozgini "Cknag" 102 %
aneTuAcaniuvMnosa KUcnoTa He meHwe 75 % (Q) yepea 60 xs Bl smicTy,
3a3HaJeHoro 8 poaaini "Cknag" 95 %
OpHopigHicTe AO30BAHUX Mag BUTPUMYBETU BUMOT W
ORWHYLIb Binnoginae
n-AmiHodenon He Ginbwe 0,005% Bignosinae

Mikpo6ionoriyha 4ncrota

Ceprmuthikam nidnucaHo enekmpoHHUM nidnucom

ID 040000121400

Crop.1 32
o G £ 27 ¢y
09 ¢5 I¢ Y
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Ten. {044) 496-87-87, TenJdake (044) 238-19-38, Tenfdaxc (044)49689-42, Ten, (044) 485-26-57 (yinonoboso)

3aranbHe Yncno aepobHKx Kputepiit npuitnaTtHocri 1000 KYO/r

mikpoopraxiamis (TAMC) * *

3aranbHe YUCNo APIKAMOBUX Ta KpuTepiit npuitHardocri 100 KYO/r

ninickagwil rpubis (TYMC) * *
Escherichia coli * BigcyTHictb B 11 =

KinbKicHe Bn3HadeKHs

MapaueTtamon Bin 95,0 mr go 105,0 Mr B nepepaxysanHi Ha
cepesiHio Macy TabneTku 98,0 mrfrab
Kodein Big 45,0 mr go 55,0 mr B nepepaxysaHHi Ha
cepefHIo Macy TabneTkv 50,5 mrfrab
Auertuncaniuwnosa KWCNoTa Big 285,0 mr go 315,0 mr B nepepaxyeaHHi Ha
cepefiHIo Macy TabneTku 291,9 mrfrab
Ynakoska Mae Bignosipati sBuMoram Bignoeigae
MapkyBaHHR Mae Bignosigatv sumoram Binnoeinae
Tepmin npugaTHoCTI: 2 poku Ao 04.2027
Y¥moew z6epiranna:  3bepiratv B 2axvitieromy Big Celvna micui npw Temnepatypi He suue 25 °C.
Komenrapi:

*Ha niacrasi nepioguyHoro Koxrpomo. NMpoTte Mk NigTBEPAKYEMO BIANOBIAHICTL AaHol cepii Bumoram HA
Jasea npo cepTudikayio:

LM A saceinuylo, o BMmuesKasaHa iHpopmallin € AOCTOBIPHOW | TouHow. Lo cepin npoaykuii 6yno supobneHo (BKM0YAI0YM
yNaxoBKy/MapKyBaHHA) Ta NPOBEAEHUI KOHTPONb i AKOCTI HA HMKYeRKa3aHill AinbHWUl B NOBHIA signosigHocTi go sumor GMP,
BCTAHOBNEHUX MICLIEBUM PEryNiATOPHUM OpraHoM, a TAaKOX Y BiANORIAHOCTI i3 cneyndikauiamu, AKi 3HaXOAATLHCA ¥ peecTpauiiHoMy
AOCbE/TOProBoi NileHsii. NpoToxonu BUpOBHMLTEA, NaKyBaHHA Ta aHanisis Bynu nepegipeHi Ta BcTaHoBNEHa BignosigHicTs GMP.

Aozeonelo ao peanizauil / o BinsaHTaKeuua
YnoeHoBaxeHa ocoba — MNpoBiagHui iHxerep BCTaBll ApemenKko B.B.

30.04.2025

Fteaivig=t wog
nlificanon code
00481193

BupobHuMa fginbHnua!

YKPAIHA, 04080 m. Knis-80, syn. Kupuniscbka, 74; fliuensia Ha eupabuvytec AE Ne 837430 eip 07.04.2015;
Ceprugikar GMP N2126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sip 30.11.2023; GMP/EAEU/KZ/81-01-24 gig
15.12.2023; 530-10/24-06/02 sig 02.09.2024

Konvponb axocri Ta Bhigava gossony Ha peanizauio;
YKPAIHA, 04080 m. Kuis-80, eyn. Kupunisceka, 74; CeigouTtso npo atecTauiio Ne 380 sig 22.01.2019

Cepmuchikam nidnucaro enekmpoHRUM nidnucom 1D 040000121400 Crop.2 32
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Ceptudikar axkocri Ne 040000121149

Ten. {044} 496-87-67, Tenfdaxc (044) 239-19-38. Tensdare (044)49689-42, Ten. (#44) 485-26-57 {ulncaatoso)

®apmapon®, Tabnetky, no 10 Tabnerok y 6nicrepi, no 5 6nictepis y nauui
1TABNETKA MICTUTb ALETWICANILUWMAOBOT KUCNOTYH 300 MI, MAPALIETAMOIY 100 MI, KO®EIHY 50 Mr

Homep cepii: 130425 Kpaita oTpumyBat: Yxpaiia
KinbkicTb npogykuji: 16.669 Tuc.ynax. N2 PegcTp. noceigyeHHs: UA/B183/01/01
fara eupobnuyrea; 04.2025 Tepmin fii peecTp. nocsiguenHA:  HeobmexeHulh

AHani3 BuKoHaHuWIA No; MKA N3 go PN NRUA/8183/01/01, 3mitm Big 23.02.2022 p.

HafimeHyRaHHBA NOKazHUKIB

Bumoru AHA(cneyudikavii)

Pezynbrath EMnpobyBaHs

Onuc

\peuTrdikania
MapavueTtamon, KodeiH,

aueTunCcaniuuncera KMcnoTa

KuenoTta numoHHa

CepenHa maca

Caniyunoea KmcnoTa

Po3uniHenHa

napaeramon

KodeiH

aueTuncaniywioesa KucnoTa
OpHopigHicTb Bo30BaHVX
OMHULb

n-AmiHodeHon

MikpobionoriyHa uncroTa

TabneTku 3 NNOCKOIO NOBEPXHENE 3 PUCKOIO i
dacxoio, binoro ato matixe 6inoro Konbopy, i3
cnabrvim cneymdivHum 3anaxom. Ha nosepxHi

TabneTok nonycxaTbca MapMypOBICTb | BKpanneHHs

Ha xpomaTorpami sunpoboByRaHOro po3unHy,
oTpyMaHin B posgini "KinbkicHe BuaHayeHHA",

4acK yTpyMyBsaHHA nikis napaveramony, Kodeiny i
aueTUICcaniyMnoBol KMcnoTy, maroTs cnisrnagaTty 3
uacaMKU YTPUMYBaHHA NIKiB rapaveraMmony, KodgeiHy
i ayeTmuncaniuuaoeol KMCAOTK Ha XpoMaTorpami
po3yuHy nopisHAlHA {d) 3 TouHicTio = 2 %

fkicHa peakuis

Big 0,570 r no 0,630 r
0,600rx5%
He Ginbwe 3 % Bif BMicTY aueTUncaniunioBof

KWUCNoTW B Tabnerui

He merwe 75 % (Q) uepes 60 xs sig smicTy,
3a3HadeHoro 8 pozaini "Cxknag”
He menwe 75 % (Q) vepes 60 xe sig emicty,
3a3HauveHoro B pozaini "Cknag"
He menuwe 75 % (Q) yepes 60 xs gig emicTy,
3a3HadeHoro B posgini "Cknag”

Mae suTpuMyBaTU BUMOIA

He 6inbwe 0,005%

Bignoginae

Bignoeigae

Bignoeipae

0,602r

Binnoeigae

0%

100 %

98 %

99 %

Biznoeigae

Bignoeigae

Cepmughikam nidnucaHo enekmpoHHUM NiIdRLCOM

ID 0400001211489
/3% & 1959

Crop. 1
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Ten, {044) 496-87-87, Tenfpare (094) 239-19-38, Tensdare (044)49689-42, Ten. (044) 485-26-57 (utnoaobose)

3aransHe Yucno aepobHux Kpurepii npuinatHocti 1000 KYO/r

mikpoopradizmis (TAMC) * *

3aranbHe YMCNo ARDKIPROBUX Ta Kputepin npuiinarHoct 100 KYOfr

nnicuAsuin Fpubie (TYMC) * *
Escherichia coli * BigcytHicTb B 1T *

KinekicHe BUIZHavYeHHA

MNapaueTamon Bin 95,0 mr go 105,0 mr B nepepaxysaHHi Ha
cepeaHic macy TabneTku | 100,0 mrfrad
KodelH Bin 45,0 mr ao 55,0 mr 8 nepepaxyeaHHi Ha
cepefHIo Macy Tabnerku 48,6 mrfrab
AuetuncaniunnoBa KACIoTa Big 285,0 mr go 315,0 mr B nepepaxysaHHi Ha
cepefHio Macy Tabnerku 304,7 wmritat
Ynakoexa Mae signoeigatv BUumoram Bipnoeigae
MapryBaHHs Mae signosigaTv Bumoram Binnosinae
TepmiH npugarHocTi: 2 poku Do 04.2027

Ymosu 36epirauna:  36epiraTn B 3axulieHomy Bif ceitna micli npn Temnepatypi He Buwe 25 °C,

Komenrapi:

*Ha nigcTasi nepioguuHoro kouTponio. MpoTe MM NiATEEPAXYEMO BIANOBIAHICTb AaHoi cepil Bimoram HY
3anBa npo cepTudikalyito:

Lum 5 zaceinuyio, Wo BrweskasaHa indopmalia € focToBipHOIo i TouHotw, Lo cepilo npogyxuii 6yno BupobneHo (sknouaruv
ynakoBKy/MapKyBaHHA) Ta NpoBefeHnil KoHTPOAb 1T AKOCTI Ha HWKYeBKasaHii AiNbHWLI B MOBHIRA gianosigHocTi ao sumor GMP,
BCTAHOBNEHUX MICUEBAM PETYAATOPHIM OPraHom, a TaKko Y BiANoBIgHACTI i3 creundikatiiamn, sk 3HaXORATLCA ¥ peecTpaliiHomy
Bocbe/Toprosoi niuensii, [poTokonu BUpoGHULTEa, nakysaHHs Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBNEHa BIANOBIAHicT GMP.

Aossonedo 4o peanizauii / go sigeaHTa)KeHHn

YnosHoBaxeHa ocoba — MNposignuii ixerep BCTaBMN Apemenko B.B. 18.04.2025

BupoBHyua ginbHuuA:
YKPATHA, 04080 m. Kriie-80, syn. Kupuniecbka, 74; Niyewzia Ha supobHuuteo AE N 637430 sig 07.04.2015:

Ceprudikar GMP Ne126/2024/GMP sin 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 gig
156.12.2023; 530-10/24-06/02 sig 02.09.2024

KoHTponb skocti Ta Bnaava go3sony Ha peanizauito:
YKPAIHA, 04080 m. Kuie-80, syn. Knpuniscexka, 74; Ceigontso npo atectauito Ne 390 sig 22.01.2019

Cepmuthikam nidnucaxo enexmpoHHuM nidnticom 1D 040000121149 Crop.2 32




Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten, (044) 485-26-57 (uinonobosa)

Ceprtudikar akocri Ne 040000120101

(Papmagon®, Tabnetku, no 10 Tabnerok y 6nicrepi, no 5 6nicrepis y nauui
1TABMETKA MICTUTb ALETWICATILMIOBON KUCNOTY 300 Mr, MAPALIETAMOJY 100 M, KO®EIHY 50 MI

Homep cepil: 40225 KpaiHa otpumysay: YKkpaina
KinbKicTb npoaykuii: 9.908 Tuc.ynak. Ne PeecTp. noceifueHHs: UA/8183/01/01
Nata BUpobHULTBA: 02.2025 TepMiH aii peecTp. nocsigueHHs:  HeobmexeHWiA

AHani3 BUKOHaHWI no: MKA 13 go PN NeUA/8183/01/01, aminu sig 23.02.2022 p.

HaliMeHyBaHHs NoKasHUKIB Bumorun AH[(cneumdikauii) Pesynbratu BunpobyBaHb

Onuc TabneTku 3 NACCKOK MOBEPXHEID 3 PUCKOHO
dackolo, binioro abo maiixe 6inoro Konbopy, i3

cnabkum cneyndivHrm 3anaxom. Ha nosepxHi

TabneToK AONYCKaTLCA MapMYpPOBICTb | BKpanieHHs Bignoeinae
lpeHTudikauis
Mapayetamon, KobeiH, Ha xpomaTorpami BUNpoGOBYyBaHOro PO3UuHY,
aueTuncaniyunosa Kucnora oTpvMaHil B posgini "KinbkicHe Bu3HaueHHs",

Yyacu yTPUMYBaHHA MiKis napateTtamony, kodeiny i
aueTuacaniuMnoBoi KUCIOTU, MatoTk cniBnagatu 3
yacamm yTpUMYBaHHS MiKiB napaletamony, Kodeiny

i aLeTunCaniyMnoBol KUCNOTU Ha XpoMaTorpami

po3uyHy nopisHaHHA (d) 3 TouHicTio £ 2 % Bignosigae
KucnoTta nuMoHHa flkicHa peakuina Bignoeigae
CepeaHa maca
Big 0,570 r 0o 0,630 r 0,595 r
0,600r£5% Binnosigae
Caniumnosa KucnoTa He 6inbwe 3 % Big BMicTy aueTuncaniyvnosol
KucnoTty B Tabnetui 0%
PosunHeHHA
napaueramor He meHwe 75 % (Q) uepes 60 xs Bif BMICTY,
3asHaveHoro s posaini "Cknag" 95 %
KodeiH He meHwe 75 % (Q) yepes 60 xs Big BMICTY,
3a3HaveHoro B posaini "Cxknag" 96 %
alleTuncaniynnosa KucnoTa He meHwe 75 % (Q) uyepes 60 xB Big BMICTY,
3a3HaveHoro B po3gini "Cknag" 96 %
OnHOpIgHICTL JO30BaHUX Mae BuTpuMyBaTU BUMOTY
OAVHULbL Bignosigae
n-AmiHodeHon He 6inblwe 0,005% Bignosigae
Mikpob6ionoriuHa yucrora
Cepmucpikam nidnucaHo enekmpoHHUM nidnucom ID 040000120101 Crop.1 32
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Ten. (044) 496-87-87, Ten /dbakc (044) 239-19-38, Ten./bakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso

3arasibHe 41CNo aepobHUX Kputepit npuiinatHocti 1000 KYO/r

mikpoopranismis (TAMC) *

3aranbHe YMCno APIKAXKOBIX Ta Koutepii npuitnatHocti 100 KYO/r
nnichasuin rpubis (TYMC) * *
Escherichia coli * BigcytHicTb B 1 T =

KinbKicHe BU3HauYeHHA

MapaueTtamon Big 95,0 mr go 105,0 mr B nepepaxysaHHi Ha
cepeaHio macy TabneTku 98,0 mr/Tab
Kodein Big 45,0 mr no 55,0 mr B nepepaxyBaHHi Ha
cepepHio macy Tabnetku 48,3 mriTab
AueTuncaniymnosa Kucnota Big 285,0 mr go 315,0 mr B nepepaxyBaHHi Ha
cepenHtio Macy Tabnetku 296,3 mr/tad
Ynakoska Mae Bignosigatu sumoram Bignogigae
MapkyBaHHs Mae sigrnosigatu sumoram Binnosigae
TepmiH npugaTtHocTi: 2 poKu Lo 02.2027

Ymosu 36epiranna;  36epiraTy B 3axuLeHOMY Bif CBITNa Micli npu Temnepartypi He suwe 25 °C.
KomeHTapi:

*Ha nigcTasi nepioguuHoro KoHTponto. Mpote My NiGTBEPAXYEMO BiANOBIAHICTL AaHoi cepil Bumoram H,

3aaga npo cepTudikauito:

Lium s 3aceiguyio, WO BuUlleBKasaHa iHdopMaLlis € AOCTOBIpHOW | TouHol. Lo cepito npoaykuii 6yno BupobneHo (skntouaoun
ynaKkoBKy/MapKyBaHHA) Ta NpoBefeHnii KOHTPONb i AKOCTI Ha HUXUYeBKasaHil AinbHULI B NOBHI BIANOBIGHOCTI 4O BUMOT GMP,
BCTAHOBAEHMX MICLIEBUM PEFYNATOPHUM OPraHoM, a TakoX Yy BIMOBIAHOCTI i3 cneundikayiamu, AKi 3HaXOAATLCA Y peecTpauitHomy
[oCbe/ToproBoi nilensii. MpoTokonn BMPO6HULTBE, NakyBaHH#A Ta aHanisis 6ynu nepesipeHi Ta BCcTaHoBeHa signosigHicte GMP.

HossoneHo Ao peanisauii / Ao BigBaHTaXeHHA

YnosHoBaxeHa ocoba —~ MposigHuit iHxeHep BCraBll Apemenko B.B. 28.02.2025

Bupo6uuua ginbHnuA:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; fliyeHsis Ha BupobHuuteo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 sig
15.12.2023; 530-10/24-06/02 sip 02.09.2024

Koxutponb akocTi Ta BUAa4a fo3BONY Ha peanisauito:
YKPATHA, 04080 m. Knig-80, syn. Kupuniscbka, 74; Cigourso npo arecrauito Ne 390 sig 22.01.2019

Cepmugpikam nidnucaHo enekmpoHHUM nidnucom ID 040000120101 Crop.2 32
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Ten, (044) 496-87-87, Ten Jhaxc (044) 239.19.38, TenJdaxc ((44)43689-42, Ten. (044) 465-26.57 (ulnopaGoso)

Ceptudikar akocti N2 040000120157

OGapmagon®, Tabnerku, no 10 Tabnetok y 6nicrepi, no 5 Gnicrepis y nauui
1TABJIETKA MICTUTb ALETUNCATILIMNOBOT KUCNOTI 300 M, MAPALIETAMOSTY 100 MF, KOGEIHY 50 MI

Howmep cepii: 60225 Kpaina oTpumysau: YKrpaina
KinbKicTs npogyKuii: 10.026 Tuc.ynax. N2 PeecTp. nocsiguenHa: UA/8183/01/01
Aara supoBunuTaa: 02,2025 Tepmin Ail peecTp. noceiguerHn:  HeobmexeHwi

AHaniz BukoHaHWA No! MKA N3 go PN NeUA/B183/01/01, aminm sip 23.02,2022 p.

HalimeHyeauHa nokaskukie Bumoru AHA(cneyndgixauyii) PesynbraTu BUnpo6yBaHb

Cnuc Tabnetku 3 NNOCKOK NOBEPXHEK 3 PUCKOID |
dackow, Binoro abo maiixe Ginoro Konbopy, i3

cnabkum cnieumdiunmm 3anaxom. Ha nosepxHi

TabneTok AONYCKaTLHCA MAPMYPOBICTL | BKpanAeHHA Binnoeinae
IzeHTdikayina
Napaueramon, kodein, Ha xpomartorpami sunpoGosysaHora posumHy,
aveTuncaniuwunoBa K1cnoTa oTpumanii B poaaini "KinkKicHe susHauyeHHn",

4acu YTpUmyBaHHA NiKie napaveTamony, KodeiHy i
aLEeTUACANTMNOBOT KMCNOTH, MaIoTh CriBnagaTh 3
vacamu YTpUMYBAHHA NiKiB napauetamony, KobetHy

i aueTnnacaniyunosol KUCNOTU Ha XpomaTorpami

pPo34nHY nopisHaHHA (d) 3 TouHicTio = 2 % Bignosigae
Kucnota numMorHa AKicHa peaxyia Bianoeinae
CepenHn maca
Big 0,570 rpo 0,630 r 0,596 r
0600rt5% Bignosigae
Canigunoea KncnoTa He Ginbwe 3 % eig emicty auetwncaniymnoso]
KWCROTW B TaBneTy] 0%
PozunKeHHA
napateramaon He meHwe 75 % {Q) uepez 60 xg gig amicty,
3a3HayeHoro B posgini "Crnag” 95 %
Kogein He meHwe 75 % (Q) uepes 60 xs Big BmicTy,
3a3HaveHoro B pozgini "Cknag” 95 %
aueTuncaniyunoga KUCNoTa He menwe 75 % (Q) uepes 60 X8 Bif BMICTY,
3a3HaveHoro B poagini "Cknag" 97 %
OaHopigHicTs AO30BaHNX Mae suTpUMYyBaTH BUMOTW
OUHKLL Bignoeinae
n-AmMiHoderon He 6inbwe 0,005% Bignosigae
MikpoGionoriuia uncrora
Cepmuhikam nidnucaHo enexmpoHHUM nidnucom 1D 040000120157 Crop.1 32
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Ten. {44) 486-87-87, Tenfdawc (044) 239-19-38, Ten fpars (04411958942, Ten., (044} 485-26.57 (uinonoGono}

3aranbHe YMucno aepobHNX Kputepiti npuiinardocri 1000 KYO/r

mikpoopraHizmis (TAMC) * *

3aransHe yucno APKAKOBMX Ta Kpurepin npuwitHataocti 100 KYO/r

nnicHABKiA rpubie (TYMC) * &
Escherichia coli * BiacyTHicTb 8 1 %

KinbkicHe BM3HauyeHHSA

MapaueTtamon Bin 95,0 mr go 105,0 mr 8 nepepaxysanni Ha
cepefHo macy Tabnertkv 97.9 mr/Tab
Kodein Bin 45,0 mr po 55,0 mr B nepepaxyeaHHi Ha
cepefiHI0 Macy Tabnetku 48,2 mr/Tab
AueTrncaniynnioBa KMcnoTa Bing 285,0 mr go 315,0 Mr e nepepaxysaHHi Ha
cepefiHio Macy TabneTku 295,6 mrivab
Ynakoeka Mae eignosigatv sumoram Bignoeigae
MapkygakHsa Mae signosigaty BuUMmoram Bignogigae
TepmiH npupaTHaocTi: 2 pokn o 02,2027

Yrmosn sGepiraiba:  3bepirat o zaxuileHomy Big ceitna micui npy TemnepaTtypl He Buwe 25 °C.
Komenrapi:

*Ha nigcrasi nepioguuxoro KoHTponio. MpoTe My NigTREPAKYEMO BiANOBIgHICTL AaHol cepii eumoram Hf]
3ansa npo ceprudikatio:

Hum A 3acBiguyio, wo suwieskazaHa indopmalis € goctoeipHoio i TouHol. Lo cepilo npoaykuii 6yno eupobnero (Brnouanun
ynakoBKy/mMapKyBaHHAR) Ta NPOBEABHWH KOHTPOb i AKOCT Ha HWKUeBKa3aHiil AiNLHULE B NoBHIN BignosigHoCT go Bumor GMP,
BCTAHOBEHUX MICLIEBMM DEryNATOPHWM OPTaHoM, a TakoX Y BignoBigHocTi 13 cneudikaLiamu, AKi 3HAXOAATLCA y peectpadiitHomy
pocbe/Toprosol pitensil, MpoTokonu BUPoBHULTES, NaKysaHHA Ta aHanisis Gynu nepesipeni Ta BcTaHoBReHa BignosighicTe GMP.

fdossoneno po peanizalii / 4o BigpaHTaMeHHA
¥nogrogameHa ocoba — [posigHuii ixerep BCTaBll ApemeHke B.B,

28.02.2025

wON U o
identification coge
00481198

BupoGHU4a ginbHNLA:
YKPATHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; Niuexsia Ha eupobuuutso AE N2 637430 sig 07.04.2015;

Ceprudikar GMP N¢126/2024/GMP Bin 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023; GMP/EAEU/KZ/81-01-24 &ig
15.12.2023; 530-10/24-06/02 sin 02.09.2024

KonTponb Axocri Ta BuAava A03BONY Ha peanizalilo:
YKPAIHA, 04080 m, Kuis-80, syn. Kupuniscbka, 74; Ceigolrso npo atectauiie Ne 390 sig 22.01.2019

Cepmubikam nidmucaHo elekmpoHHUM nidnucom D 040000120157 Crop.2 32
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Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso

Ceptudikar akocri Ne 040000121950

dapmapon®, Tabnerku, no 10 Tabnerok y 6nicrepi, no 5 6nicrepis y nauuyi
1TABJIETKA MICTUTb ALETUIICATILAIOBOT KUCIOTY 300 MT, MAPALIETAMOSTY 100 MP, KO®EIHY 50 Mr

Homep cepil: 270525 KpaiHa oTpumyBay: YKpaiHa
KinbkicTb npoayKuii: 17.194 Tuc.ynak. Ne PeecTp. NOCBIfYEHHSA: UA/8183/01/01
[LaTa Bupo6HULTBa: 05.2025 TepMmiH fii peecTp. nocBigyeHHs:  HeobmexeHun

AHani3 BUKOHaHUiA no: MKA N3 po PIM NeUA/8183/01/01, 3minu Big 23.02.2022 p.

HaliMeHyBaHHA NoKasHUKIB Bumoru AH[(cneyudikaliir) Pesyribratu BUnpobyBaHb

Onwuc TabneTKku 3 NIOCKOK NMOBEPXHEID 3 PUCKOIO i
dackoto, 6inoro abo marixe 6inoro Konbopy, i3

cnabkum cneyrdivHMm 3anaxoM. Ha nosepxHi

TabneTok AOMYCKarTbCs MapPMypPOBICTb i BKpanneHHs Bignoeigae
IneHTudikauis
MNapauertamon, KogdeiH, Ha xpomaTorpami BUNpo6oBYBaHOrO PO34YNHY,
aﬁemncaniumnosa KucroTa oTpuMaHil B po3gini "KinbKicHe BU3HauYeHHs",

Yyacu yTpuMyBaHHA Nikis napaueramony, Kodeiny i
aueTuncaniunioBol KUCIOTU, MaloTb CNiBnagatu 3
Yacamu yTpUMyBaHHA NikiB napauetamony, KodeiHy

i aLeTuncaniyMnoBol KNCNOTK Ha XpomaTorpami

PO3UnHY nopiBHAHHA (d) 3 TouHicTio £ 2 % Bignosigae
Kncnota nuMoHHa fKicHa peakuin Bianosinae
CepepgHs maca
Big 0,570 r po 0,630 r 0,603 r
0,600r+5% Bignoeigae
CaniymnoBa Kucnota He 6intwe 3 % Big BMicTy aueTuncaniumnosoi
Kucnoti B Tabretui 0%
Po3unHeHHs
napatieTamon He meHwe 75 % (Q) uepes 60 xB Big BMICTY,
3a3HayeHoro B pozgini "Cknag" 98 %
KodeiH He meHwe 75 % (Q) uepes 60 xB Big BMICTY,
3a3HadveHoro B po3gini "Cknag" 98 %
aueTuncaniuuioBa KACIoTa He meHwe 75 % (Q) uepes 60 x8 Big BMmicTy,
3a3HayeHoro B po3gini "Cknaa" 104 %
OpHOPpIAHICTb O30BaHKX Mae BuTpumyBaTu BUMOrHA
OAUHULb Bignoeigae
n-AmiHodeHon He 6inbwe 0,005% Binnosinae
Mikpo6ionoriuHa yucrora
Cepmucbikam nidnucaHo enekKMpoHHUM hidnucom ID 040000121950

Crop.1 32
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Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinopo6oso)
3aranbHe Yucno aepobHUX KpwuTepin npuiiHaTHocti 1000 KYO/r

mikpoopraHismis (TAMC) *

3aranbHe Yucno ApPiMAKOBUX Ta Kputepin npuitHatHocTti 100 KYO/r
nnicHasum rpmbie (TYMC) * *
Escherichia coli * BincyTHicte B 1T ks

KinbkicHe BU3HauYeHHA

MapaueTtamon Big 95,0 mr o 105,0 Mr B nepepaxyBaHHi Ha
cepepHio Macy Tabnetku 98,0 mr/Tab
KodeiH Big 45,0 mr go 55,0 mr B nepepaxyBaHHi Ha
cepefHio Macy TabneTku 50,5 mr/ta6
AueTuncaniynnosa KucnoTa Big 285,0 mr po 315,0 mr B nepepaxyBaHHi Ha
cepefHio macy Tabnetku 303,4 mr/Tab
YnakoBka Mae BiznoBigat BUMoram Binnoginae
MapkyBaHHs Mae BignosigaTu BUMoram Bignoeigae
TepmiH npugaTHocTi: 2 poku Ho 05.2027

YmoBu 36epiraHHa:  36epirati B 3axulleHomy Bif cBiTna micli npu Temnepatypi He sule 25 °C,
KomeHTapi:

*Ha nigcraBi nepioguyHoro Koxtposnio. Mpote My NiATBEPAKYEMO BIAMOBIAHICTb AaHOT cepii BUMoram H

3aaBa npo cepTudikaliito:

Lum a 3acsiguyio, Wo BulleBKazaHa iHpopmalia € gocTosipHol i TouHoto. Lo cepito npopyKuii 6yno supobneHo (Bkmoyvaloun
YMaKoBKy/MapKyBaHHs) Ta MpoBefeHUI KOHTPONb ii AKOCTI Ha HUKUeBKasaHill AiNbHULI B MOBHIN signoeigHocTi go sumor GMP,
BCTAHOBJ/IEHUX MICLIEBUM PEryNIATOPHUM OpraHoM, a TakoX y BifnosigHocTi i3 cneundikauiaMm, sKi 3HaXOAATbCA Y peecTpaLiiiHomy
Rocbe/Toprosol NileHsil. MpoTokonu BUpo6HULTBa, NMaKyBaHHA Ta aHaisis 6ynu nepesipeHi Ta BcTaHOBNeHa BignoeiaHicTe GMP.

Hdo3BoneHo go peanisauii / ;o BigBaHTa)KeHHsA

YnosHoBaXeHa ocoba - HauanbHuk Bigainy BCtaBll NaHTyx 10.M. 04.06.2025

Bupo6HuYa ginbHVUA:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; JliLeHsia Ha BupobHULTBO AE Ne 637430 Big 07.04.2015;

Ceptudikat GMP N2126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 eig 30.11.2023; GMP/EAEU/KZ/81-01-24 8ip,
15.12.2023; 530-10/24-06/02 Big 02.09.2024

Kontponb Akocri Ta BUAava fo3B0NYy Ha peanisauilo:
YKPAIHA, 04080 m. Knie-80, syn. Kupuniscbka, 74; Ceigoutso npo aTectaiio Ne 390 gig 22.01.2019

B Mo we 100% 06,06 2005 T
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Ceprudikar akocri N 040000121829

®apmagon®, Tabnetku, no 10 Tabnerok y 6nicrepi, no 5 Gnicrepie y nauui
1TABNETKA MICTUTb ALIETUIICANILIMNOBOI KMCNOTU 300 MI, MAPALIETAMONY 100 MT, KO®EIHY 50 M

Homep cepii: 290525 KpaiHa oTpumysau: YkpaiHa
Kinbkictb npogykui: 9.144 Tuc.ynak. Ne PeecTp. NocsigueHHs: UA/8183/01/01
Data BupobHuuTBa: 05.2025 TepMmin Ail peecTp. NoceigYeHHs:  HeoBMeXeHU

AHanis BUKOHaHUI NO: MKA N3 po P NeUA/8183/01/01, 3minu Big 23.02.2022 p.

HalimeHyBaHHA NoKasHUKIB Bumoru AHA(cneundikauii) Pesynbrath BUNpob6yBaHb

Onuc TabneTky 3 NAOCKOI0 MOBEPXHEID 3 PUCKOIO i
dackoto, binoro abo maiixe 6inoro Konbopy, i3

cnabkum cneyundiuHm 3anaxom. Ha nosepxHi

TabneToK AONYycKalTbCA MaPMYPOBICTb | BKpanneHHs Bignosigae
IpeHTudikauina
MapaueTtamon, KodeiH, Ha xpomaTorpami Bunpo6oByBaHoro posumnHy,
aueTuncaniynnosa Kucnora oTpuMarii B po3gini "KinbkicHe BU3HauyeHHA",

yacu yTpumyBaHHsA Mikis Napaletamony, kodeiny i
aleTuncaniunnosol KUCnoTn, MatoTb crisnagati 3
Yacamu yTpumMyBaHHaA NiKiB Napavetamony, KodeiHy

i aLeTnIcaniumMAoBOl KUCNOTI Ha XpomaTtorpami

PO3UKHY NMopiBHAHHA (d) 3 TouHicTio £2 % Bignosigae
KucnoTta nvmoHHa flkicHa peakuis Bignosigae
CepepHna maca
Bin 0,570 r no 0,630 r 0,597 r
0600rx5% Bignosigae
CaniyunoBa KucnoTa He 6Ginblwe 3 % sig smicTy auetuncaniunnosor
KUCNoTh B TabneTwi 0%
Po3uynHeHHsA
napaueramor He meHwe 75 % (Q) uepes 60 xg Big smicTy,
3a3HaueHoro B po3gini "Cknaa" 92 %
Kodein He meHwe 75 % (Q) uepes 60 xs Big BmicTy,
3a3HaveHoro B posgini "Cknag" 91 %
aueTuncaniyMnosa KUcnoTa He menwe 75 % (Q) uepes 60 xs Big BmicTy,
3a3HavyeHoro B posgini "Cknag" 102 %
OpHopigHICTL JO30BaHWX Mae BuTpumyBaTt BUMOrn
0AnHUUb Bignosigae
n-AmiHodeHon He 6inbwe 0,005% Binnosinae
Mikpo6ionoriyHa uncrora
Cepmudpikam nidnucaHo enekmpoHHUM nidnucom 1D 040000121829 Crop.1 32
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3aranbHe Yncno aepobHUX Kpurepiit npuithaTrocti 1000 KYO/r

mikpoopratismis (TAMC) *

3aranbHe YNCno APIKIKOBUX Ta KpuTepiit npuitnatHocti 100 KYO/r
nnicHsaBui rpubis (TYMC) * *
Escherichia coli * BigcytHicTb B 1 1 *

KinbkicHe BU3Ha1eHHA

MapaueTtamon Big 95,0 mr no 105,0 mr e nepepaxysaHHi Ha
cepepHio macy Tabnetku 96,8 mr/Tab
Kodein Big 45,0 mr no 55,0 mr 8 nepepaxyBaHHi Ha
cepefiHio Macy TabneTku 47 .8 mr/tab
AueTuncaniyunosa KucnoTa Big 285,0 mr go 315,0 mr B nepepaxysaHHi Ha
cepeqnHto macy Tabnetku 297,6 mriTab
YnakoBKa Mae BignosigaTui BUMOram Bianosigae
MapKyBaHHA Mae BsignosigaTvt BUMOram Bianosigae
Tepmin npuaaTHocrTi: 2 poKK Ho 05.2027

Vmogu 36epiraHHa:  36epirati B 3axulieHoMy BiA CBITNa micui npu Temnepatypi He Buwe 25 °C.
KomeHnTapi:

*Ha nigcTasi nepioguuHoro koHTposo. Mpote mu MiATBEPAXKYEMO BIANOBIAHICTb faHOT cepil sumoram HJ
3asBa npo ceptudikatito:

Uum # 3aceiauyro, WO BULeBKa3aHa iHbopmauia € pocToBipHol | TouHot. Lo cepito npoaykuil 6yno BupobneHo (BKkntoyvatoun
yrakoBKy/MapKyBaHHs) Ta nposefeHuit KOHTPOMb i AKOCTI Ha HUKUeBKa3aHill AinbHULI B NOBHIY BiANOBIAHOCTI A0 BUMOT GMP,

BCTaHOBMEHUX MICLIEBUM PETYIATOPHUM OPraHOM, a TakoX y BiAnoBiAHOCTI i3 cneyudikatiamu, AKI 3HAXO[ATLCA Y peecTpauyitHomy
AOCbe/TOprosol niveHsii. NpoTokonu BUPOOHULTBA, NaKyBaHHA Ta aHanisis 6ynn nepesipeHi Ta BCTaHOBNEHA gignosigHicte GMP.

[lozBoneHo po peanisauii / go BigBaHTaXeHHA

YrnosHoBaxeHa ocoba — MposigHui iHxeHep BCraBrl Apemenko B.B. 27.05.2025

Bupo6nuua ginbHuus:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniecbka, 74; JlileHsia Ha BupobHuyTeo AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023,; GMP/EAEU/KZ/81-01-24 Bip
15.12.2023; 530-10/24-06/02 sin 02.09.2024

KoHTponb sKoCTi Ta BUgaua 4o3BoOAy Ha peanisauiio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigoutso npo atectauito N 390 Big 22.01.2019
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