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

Ceptudikar akocti N2 040000118683

Pamizec® Kom, Tabnerku, 5 mr/12,5 mr, no 10 TabneTtok y 6nicrepi, no 3 6nicrepu y
nauui

11abneTka MicTuTb paminpuny 5 mr i rigpoxnopriasunay 12,5 mr

Homep cepii: 11124 KpaiHa otpumysau: YxpaiHa
KinbKicTb npogayKuir: 6.004 Tuc.ynak. N PeecTp. NocBigueHHaA: UA/15545/01/02
Data supo6HuyTsa: 11.2024 TepMiH fji peecTp. NocBiaYeHHs:  HEOBMeXeHUI

AHaris BUKOHaHUM no: MKA J13 go PN NeUA/15545/01/02, 3minu sig 13.03.2024 p.

HatimeHyBaHHs noKasHuKiB Bumoru AHJ(cneyvdikauii) PesynbTaTn BunpobysaHb

Onuc Tabnetku Kpyriol Gopmu, 3 NIOCKOI NOBEPXHEID 3
dackoto i puckolo 3 ogHOro 60Ky, CBITNO-POXEBOro
Konbopy. Ha noBepxHi gonyckaoTbca BKparieHHs. Bianoeinae

InenTudikauis
paminpun, rigpoxnopoTiasng Ha xpomatorpamax BuUnpo6oByBaHOro pPo3uuHy (a),

ofepXaHux Npu KinbKicHOMY BU3HauYeHHi paminpuny
i rigpoxnoporiasungy, Yacu yTpuMyBaHHA Mikis
paminpuny i rigpoxnopoTiasngy mMaloTb crisnagatv
3 YacaMu YTPUMYBaHHA nikis paminpuny i
rigpoxnopoTiazuly Ha XpomMaTorpamax po3dnHy
nopiBHsAHHA () 3 TouHicTio £ 2,0 % Bignosigae
YnbTpadioneToBuit CNeKTp NOrMUHAHHS
BUNPOOOBYBaHOIO PO3YMHY NOBUHEH CriBnagaTy 3i

CREKTPOM MOrNMUHAHHA PO3UUHY NMOPIBHAHHA B

o6nacri Big 215 Hm go 600 Hm. Bignogigae
3as1i3a oKCng YepBOHUN fkicHa peakuis Bianosigae
CepefHsa Maca Big 0,086 r 5o 0,095 (0,090 r £ 5 %) 0,090 r
CynpogiaHi gomiwKku
paminpuny gomiwku C He 6inbwe 0,5 % (Ha momeHT Bunycky). He
6inbwe 0,5 % 0,2 %
paminpuny gomiwku D He 6inbuwie 1,0 % (Ha momeHT Bunycky). He
6inbwe 5,0 % 0,1 %
rigpoxnopoTiasngy fomitukm A He 6inbwe 0,5 % (Ha momeHT BUnycky). He
6inbwe 0,5 % 0,0 % (<MKB)
rigpoxnoportiasnay gomiwku B He 6inbwe 0,5 % (Ha momeHT Bunycky). He
6inbwe 0,5 % 0,1 %
rigpoxnoportiasnfy gomiwku C He 6inbwe 0,5 % (Ha momeHT Bunycky). He
Ginbwe 0,5 % 0,1%
6yAb-aKol HeigeHTUiKoBaHOI He 6inbwe 0,2 % (Ha momeHT Bunycky). He
Cepmudbikam nidnucaHo enekmpoHHUM nidnUcom ID 040000118683 Crop.1 33

/g ¢ e )22 2

2o or. 262770



)

Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./parc (044)49689-42, Ten, (044) 485-26-57 (uinogo6oso,

JOMILLKY 6inobwe 0,2 % 0,0 % (<MKB)
CyMU [OMILLIOK He 6inbwe 2,0 % (Ha momeHT Bunycky). He
6inbwe 7,0 % 0,4
Po3uuHeHHA
paminpun He mehtwe 75 % (Q) yepes 30 xB 98 %
rinpoxnopoTiasug He merwe 75 % (Q) uepes 30 xs 104 %

OaHoOpiIgHICTb f030BaHNX OQVHNLD
paminpun Mae BuTpumysaTi BUMOTH Bignosigae
rigpoxnoportiasug Mae BuUTpuMyBaTh BUMOTU Bignosigae
Mikpo6ionoriuHa yncrora

3aranbHe Yucno aepobHUX Kputepitt npuitHatHocti 1000 KYO/r

mikpooprarismis (TAMC) 0 (meHwe 10)

3aranbHe YUCKO APIKIKOBUX i Kputepiii npuithatHocti 100 KYO/r

nnicHssux rputis (TYMC) 0 (meHwe 10)
Escherichia coli BigcytHictb B8 1T BigcyTHi

KinbKicHe BM3Ha4yeHHA

paminpun Bin 4,75 mr go 5,25 mr B nepepaxysaHHi Ha

rigpoxnopoTiasng

cepefiHio Macy TabneTku

Big 11,88 mr go 13,13 Mr B nepepaxyBaHHi Ha

cepegHio Macy TabneTku

4,81 mr/tab

12,84 mrftab

YnakoBka Mae Bignosigatv BuMoram Binnosigae
MapkyBaHHs Mae signosigaty BuMoram Bignosigae
TepmiH npupaTHocTi: 2 poku Jo 11.2026

YmoBu 36epiranHa:  36epirati 8 opuriHanbHin ynakosui npu Temnepatypi He sue 25 °C.

KomeHTapi:

3asBa npo ceprudikadito:

Lium s 3acsiguyio, o BULeBKasaHa iHpopMmallis € gocTosipHolo | TouHolw. Lo cepito npopykuii 6yno supobneHo (BKovaoum
YrakoBKy/MapKyBaHHS) Ta MPOBeJeHUH KOHTPOSb 1i AKOCTI Ha HKYeBKasaHill AinbHuli B noBHi BignosigHocTi fo sumor GMP,
BCTAHOBNEHUX MICLIEBUM PErynsTOPHUM OPraHOM, a TakoX Y BigNoBIAHOCTI i3 cneyudikauiamu, Aki 3HaXoAATLCA y peecTpaLiiHomy
focbe/toproeoi niueHsii. NpoTokonu Bupo6HULTEA, NakyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNeHa BignosigHicTe GMP.

HosBoneHo fo peanisadii / 4o BigBaHTaXKeHHsA

YnosHoBsaxeHa ocoba — lMNposigHul iHxeHep BCtaBrl flpemenko B.B. 26.11.2024

Cepmugpikam nidnucaHo enekmpoHHUM nidnucom ID 040000118683 Crop.2 33
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso)

Bupo6Huua ginbHuus:

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscsbka, 74; fiueHsis Ha supobHuureo AE Ne 637430 sig 07.04.2015;
Ceprudikat GMP Ne045/2022/GMP Big 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 sig 02.09.2024;

GMP/EAEU/KZ/81-01-24 Big 15.12.2023

KouTponk sikocTi Ta BUgava go3Bony Ha peanisauiio:

YKPATHA, 04080 m. Knis-80, syn. Kupuniscbka, 74; Ceinoutso npo atectauiio Ne 390 sig 22.01.2019

ID 040000118683

Cepmudpikam nidnucaHo eieKmpoHHUM NidNUCom Crop.3 33
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Ten {044) 496-87-87, TenJdaxc (044) 239-19-36, TenSdarc (044)49689-42, Ten (044) 485-26-57 [uinono6o80)

Ceptundikar sikocri N2 040000122715

Pamizec® Kom, tabnetku, 5 mr/12,5 mr, no 10 Tabnetok y 6nicrepi, no 3 6nicrepn y

navui

1Tabnetka mictute paminpuny 5 Mr i rigpoxnoptiazngy 12,5 mr

Homep cepit: 10725
KinbKicTb npopyKuii: 6.048 Tuc.ynax.
JaTa BupobuuLTEa; 07.2025

AHani3 sukoHaruii no: MKA 113 go PN NeUA/15545/01/02, 3minv eig 13.03.2024 p,

KpalHa oTpumyBay;

N¢ PeecTp. noceigyeHHn:

TepMmiH Ail peecTp. NOCBIAYEHHA:

YxpalHa
UA/15545/01/02

HeoGMexeHni

HaiivenyBanHA mokasHuKie

Bumoru AH[l(cneymdikanii)

Pesynetary sBunpobyBaHb

Onuc

Inenrtudikayin

paminpun, rigpoxiioporiazug

3asiaa oKCuy YepBOHME
CepepHs maca
CynposigHi gomimku
paminpuny pomiwxu C
paminpuny gomiwxu D
rigppoxsopoTiasugy gomituky A
rigpoxnoporiasigy gomiwkn B

rinpoxnopoTiasuay gomiwky C

6yab-AKOT HeigeHTudikoBanoT

TabneTku Kpyrnol dopmy, 3 NAOCKOK NOBEPXHED 3

dackolo | puckoio 2 ogHore 6oky, CBITNO-poXKesoro

Konbopy. Ha nosepxHi AonycKaoTbeA BKparneHHs, Bignoeinae

Ha xpomartorpamax BurnpoBoByBaHOro posyunny (a),

OAEPXKaHWUX NPY KiNbKICHOMY BUSHAYEHHI paminpuny

i rigpoxnoportiaznay, yacu yTpuMyBaHHA nikis

paminpuny i rigpoxnopotiasupy MaioTe cnisnagaT

3 Yacamh yTpumyBaHHA NiKiB paminpuny i

MIAPOXROpOTiazuay Ha XPOMaTorpaMax pos4yuHy

nopisHAHKA (c) 3 TounicTio £ 2,0 %

Ynbrpadionetosmii cnekTp nornyHaHHA

Bignoginae

BUNpoBORYBaHOrc PO34YKMHY NOBWHEH CRignNagaTty si

CMEKTPOM NOMUHAHHA PO3UNHY NOPIBHAHHA B

obnacTi sig 215 um go 600 Hm.
AkicHa peakLin
Big 0,086 r o0 0,095 r (0,090 r £ 5 %)

He 6inbwe 0,5 % (Ha momeHT Bunycky). He
6inbwe 0,5 %
He 6inbwe 1,0 % (Ha momeHT Blrinycky). He
6inbwe 5,0 %
He 6Ginbiwe 0,5 % (Ha momeHT Brnycky). He
6inbwe 0,5 %
He 6inbwe 0,5 % (Ha momeHT BUNycxy). He
Ginbwe 0,5 %
He 6inswe 0,5 % (Ha momeHT Bunycky). He
Ginbwe 0,5 %

He binbwe 0,2 % (Ha momeHT Bunycky). He

Bignoeigae

Bignosinae

0,000 r

0,0 % (<MB})

0,1%

0,0 % (<MB)

0,1%

0,1 %

Cepmutbixam nidnucano enekmpoHHUm nidrnucom

ID 040000122715
Crop. 1
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Ten (044)496-87-87, TenJdaxc (044) 238-19-38, Ten.fdakc (044)49688-42, Ten (044) 485-26-57 (uiropcsozo)
LOMILIKA ginbwe 0,2 % 0,0 % (<MKB)
CyMU AOMILLIOK He 6inbwe 2,0 % (Ha momeHT Bunycky). He
Ginbwe 7,0 % 0,3
PozuriHeHHA
paminpu He meHwe 75 % (Q) uepes 30 xB 98 %
rigpoxnopotiazug He metwe 75 % (Q) uepes 30 xB 101 %
OpHOpPigHiCTD AO30BAHUX OANHNMLD
paminpun Mae BUTPMYBETY BUMOTY Bipnosigae
rinpoxnopoTiasn Mae BUTpUMYBaTI BUMOTH Bignoeigae
Mikpo6ionoriuHa 4UncToTa
3arankHe YUCno aepobHNX KpuTepili npuiiHatHocti 1000 KyOir
mikpoopraHiamia (TAMC) 0 (Merwe 10)
3aransHe Wcno ApKIKoBuX i Kputepiit npuitiatiocti 100 KYOIr
nnicHasmx rpudis (TYMC) 0 (Menwe 10)
Escherichia coli Bipcythicto B 1 7 BigcyTHi
KinbKicHe BU2Ha4eHHA
paminpun Big 4,75 mr go 5,25 Mr 8 nepepaxysaHHi Ha
cepepHio mMacy TabneTkn 4,89 mr/vat
rigpoxnopoTia3ig Big 11,88 mr ao 13,13 mr B nepepaxysaHHi Ha
cepefiHio Macy TabneTku 12,55 mriTab
YnakoeKa Mae BignoBigaTit BUMOTaM Binnosinae
MapkyBaHHA Mae BignoBigaTtit BUMOram Bignosipae
Tepmin npuaaTHoOCTL: 2 poku o 07.2027

VYmogy z6epiranda:  36epirati B opuriHansHIA ynakosui npu Temneparypi He Buwwe 25 °C.

KomeHTapi:

3aasa Npo cepTudikayito:

Lium 5 2acsiguyto, Wo BUWEBKA3aHA iHdopmaLlis € AOCTOBIPHOW | TOUHOIO. Ut cepito npoayxuii 6yno BrpabneHo (BKNKYaUY
ynaKOBKylmapKyBaHHa) Ta NpoBEAEHNi KOHTPOb 1 AKOCTi Ha HWXUeEKasaHii AinbHUL B NOBHIN gignosigrocti go eumor GMP,
BCTaHOBREHMX MICLIEBUM PENYNATOPHNM OPTaHOM, 2 TaKOK Y gignoeigHocTi i3 cnelwdikaLiamm, AKi 3HAXOMATBECA Y PeECTPaLliiHOMY
pockefroprosoi nileHsit. TipoTokou BupoBHMLTEA, NaKyBaHHA Ta aHanisis 6yAu nepesipeHi Ta BCTaHOBAEHA signosigricte GMP.

AoseanexHo go peanizauii / go BigBaHTaXKeHHA

YnoBHOBaxeHa ocoba — Mposighnii iHxerep BCTaBM fipemeHko B.B. 31.07.2025

Cepmitihikam nidnUCaHo eneKmpoRHUM nidnucom ID 040000122715 Crop.2 33
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Ten (D44) 496-87-87, Tentgaxc (044) 238-19-38, Ten./bawc (044)49683-42, Ten (044) 485-26-57 (uinopaboso)

BupoGHuyva ginsHALA:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupunieceka, 74; NiueHzin Ha epobhuuTae AE Ne 637430 sig 07.04,2015;

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

KoHrpone akocri Ta BUaua Ao3BOAY Ha peanizauiio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; Cainourso npo atecrauito N2 380 sig 22.01.2018

Cepmuthikam niBnucano eniekmpoHHUM nidnucom ID 040000122715 Crop.3 33
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