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Ceptudikar akocri N2 040000125312

Kopaepia [lyo, Tabnerku no 2 mr/0,625 mr, no 10 Tabnerok y 6nicrepi, no 3 6nicrepn y
nauui
1tabneTka MicTUTL 2 Mr nepuHgonNpuay TepT-6yTunamiHy, wo eksisaneHtHo 1,669 mr nepuHgonpuny Ta

0,625 mr inganamigy

Homep cepii: 21125 KpaiHa oTpumysau: YkpaiHa
KinbKicTb npoaykuji: 6.253 Tuc.ynak. Ne PeecTp. nocsigueHHs: UA/20545/01/01
[Jlata Bupo6HULTBA: 11.2025 TepMmiH aii peectp. nocsiguennsa: 31.07.2029

AHanis BUKOHaHWi no: MKA N3 go PN Ne UA/20545/01/01 eig 31.07.2024 p., aminm Big 02.12.2024 p.

HaiimeHyBaHHA NOKa3HMKIB Bumoru AHJ(cneundikauii) PesynbTraTu BunpobyBaHb
Onuc Kpyrni apoonykni Tabnetku sig 6inoro fo maitke
6inoro kKonbopy Bignosigae
IgeHTudikayin
MNepuHgonpun TepT-6yTUnamiu Yac ytpumyBaHHA NiKy nepuHAonpuny Ha

Xpomarorpami BUNnpo6oByBaHOro po34uHy Mae

cnienafat 3 4acom YTPUMYBaHHA NiKy

NepUHAONPUIY Ha XPOMATOrpami pO3UUHY

nopiBHAHHA (a) Bianosigae
MepuHgonpun TepT-6yTUnamiu Ha xpomarorpami Bunpo6oByBaHOro po3unHy

NOBWMHHA BUABNATUCA NNAMA, fiKa 3a KoedilieHTom

YTPUMYBaHHA, BEIMYMHOIO Ta IHTEHCUBHICTIO

3abapeneHHA Bignosigae nnami nepuHaonpuny

TepT-6yTUNamiHy Ha XpomaTtorpami posunHy

nopiBHAHHA (M) Bianosigae
IHAanamig Yac yTpumMyBaHHA niky iHganamiay Ha

Xpomarorpami BUNpo6oByBaHOro po34UHY Mae

cnisnafati 3 4acom yTpUMYBaHHA Miky iHAanamigy

Ha XpomaTtorpami po3unHy NopiBHAHHA (a) Bignogigae
IHganamig Ha xpomarorpami BUNpo6oBYBaHOrO PO3UUNHY

NOBWMHHA BUABNATUCA NNAMA, AKa 3a KoedilieHTom

YTPUMYBaHHA, BEIMYMHOIO Ta IHTEHCUBHICTIO

3abapeneHHA Bignosigae nnami iHganamigy Ha

XpomMarorpami po3unHy nopiBHAHHA (M) Bignogigae

CepepHa maca TabneTku Ta ogHOpigHIcTL Macu TabneTku
0,0950r-0,1050 r 0,101 r
3a ogHOPIgHICTIO MacK TabneTkn NOBUHHI

gignosigat sumoram [OY*, 2.9.5 Bianosinae
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CynposigHi gomiwku: nepungonpun Tepr-6yrunamiu, inganamipg

lpeHTudikoBaHa gomillka Bn He 6inbwe 0,3 % (Ha momeHT BUNYyCKy). He

6inbwe 1,5 % 0,0 % (<MB)
lpeHTudikoBaHa gomiwka Fn He 6inbwe 0,2 % (Ha momeHT BUNycCKy). He

6inbwe 1,5 % 0,0 % (<MB)
lpeHTudikoBaHa Aomilka En He 6inbwe 0,4 % (Ha momeHT BUNYyCKy). He

6inbwe 0,4 % 0,0 % (<MB)
IlpeHTudikosaHa gomiwka Hn He 6inbuwe 0,2 % (Ha momeHT BUNycKy). He

6inbwe 0,25 % 0,0 % (<MB)
lpeHTudikoBaHa gomiwka Cn He 6inbwe 0,1 % (Ha momeHT BUNYycKy). He

6inbwe 0,6 % 0,0 % (<MB)
lpeHTudikoBaHa gomiwka Dn He 6inbwe 0,1 % (Ha momeHT BUNYyCKy). He

6inbwe 0,6 % 0,0 % (<MB)
lpeHTudikoBaHa gomiwka B1 He 6inbwe 0,3 % (Ha momeHT BUNycKy). He

6inbwe 1,0 % 0,2 %
KoxHa HeigeHTUdikoBaHa He 6inbwe 0,1 % (Ha momeHT BUNYycKy). He
JAOMiLLKa 6inbwe 0,5 % 0,0 % (<MB)
Cyma HeigeHTUiKOBaHHUX He HopmyeTbca (Ha momeHT BUnycky). He 6inblue
JAOMILLOK 2,0 % 0,0 % (<MB)
Cyma ycix gomilok He 6inbwe 1,5 % (Ha momeHT BUNYyCKy). He

6inblwe 4,0 % 0,2 %
He BpaxoBYyOTb AOMILLKM meHwwe 0,05 % (Ha momenT Bunycky). mexwe 0,1 % Binnosinae

Po3unHeHHA

nepuHgonpun TepT-6yTunamiu BignosigHicTb 3a TpbOMa PIBHAMW OLiHIOBaHHA 3

ypaxyBaHHAM Q = 75 %:S1 (6 sunpobysaHnx
oauHuub): He meHwe 80 % ana KoxHoi oanHMLI.S2
(6 BuNpobyBaHux oAuHULB): cepefHE 3HaYeHHs i3
12 opgnHub (S1+S2) popieHioe abo Ginbwe 75 %, i
HemMae XoHOoI OAWHWL 3i CTyneHem po34MHEeHHS
meHwe 60 %.S3 (12 sunpobysaHnx oaMHML),
cepefjHe 3HaueHHs i3 24 oguHuub (S1+S2+S3)
AopieHI0E abo Ginbwe 75 %, i He Ginbwe 2
OAVHULIb MAIOTb CTYNiHb PO3UMHeHHA MeHlwe 60 %, i
HemMae XoHOoI OAWHWL 3i cTyneHem po34MHeHHS
meHwe 50 % 97 %
iHganamig BignosigHicTb 3a TpbOMa PIBHAMMW OLiHIOBaHHA 3
ypaxysBaHHAM Q = 75 %:S1 (6 sunpobysaHnx
oauHuub): He meHwe 80 % ana KoxHoi oanHMLI.S2

(6 BuNpobyBaHux OAUHULB): cepefHE 3HaYeHHs i3
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12 opguHub (S1+S2) popieHioe abo Ginbwe 75 %, i
HemMae XoHOoI OAWHWL 3i CTyneHem po34MHeHHSA
meHwe 60 %.S3 (12 sunpobysaHunx oguHMLL),
cepefiHe 3HaueHHs i3 24 oguHuub (S1+S2+S3)
AopieHIOE abo Ginbwe 75 %, i He Ginbwe 2
OAVHULIb MAIOTb CTYNiHb PO3UYMHEHHA MeHLwe 60 %, i
HemMae XoHOoI OAWHUL 3i cTyneHemM po34MHeHHSA
meHwe 50 % 92 %
OpHopigHicTb BMICTY Ailouol peuoBUHN B OAUHULI R030BAHOro NiKapcbKoro 3acoby
nepuHgonpun TepT-6yTunamiu I - ans nepwux 10 oAnHULL: BMICT Y KOXHIN
[030BaHin oguMHWLI 3HaxoauTbcA B Mexax Big 85 %
po 115 % Bip cepegHboro Bmicty.ll - ana 30
OOMHWLIb: AKLLO BMICT He 6inbll AK B OAHIK
oanHWLi BUXoauTb 3a mexi Bin 85 % no 115% is
KOAOHI oAnHULI He BUXoauTb 3a mexi Big 75 % go
125 % Big cepegHbOro BMicTY Bignosipae
iHganamig l - ans nepwux 10 oANHULL: BMICT Y KOXHIN
[030BaHin oguHULI 3HaxoauTbcA B Mmexax Big 85 %
po 115 % Bip cepegHboro Bmicty.ll - ana 30
OOMHWLIb: AKLLO BMICT He 6inbll AK B OAHIK
oavHWLi BUXoauTb 3a mexi Bin 85 % no 115 % is

KOAOHI oanHULI He BUXoaWTb 3a mexi Big 75 % oo

125 % Big cepegHbOro BMicTY Bionosipae
Mikpobionoriuna uucrora
3aranbHe 4nCno aepobHUX Kputepiit npuitHatHocti 1000 KYO/r
mikpoopraHismie (TAMC) 0 (meHwe 10)
3aranbHe YACNO APPKIKOBUX Ta Kputepiii npuitHatHocti 100 KYO/r
nnicHasux rpumbie (TYMC) 0 (meHwe 10)
Escherichia coli BiacytHictb B 11 BiacyTHi
KinbkicHe BU3SHaueHHA
nepuHAoNpuny TepT-6yTunamiHy 1,90 mr/tabn. - 2,10 mr/frabn. 1,97 mrfrab
iHaanamigy 0,594 mrfrabn. - 0,656 mr/Tabn. 0,600 mr/Tab
YnakoBka Mae Bignogigatn Bumoram Bianogigae
MapkyBaHHA Mae Bignogigatn BumMmoram Bignogigae
Tepmin npugaTHocTi: 2 poKu Do 11.2027

Ymoem 36epiraHHa:  36epiraty npu Temnepatypi He Buwe 30 °C B opuriHanbHii ynakosui. 36epiratv y HegoCTyrnHomy ans
niTein micui.

KomeHTapi:

3anBa npo ceptudikauiio:

Lium a 3acsiguyto, Wo BulleBKasaHa iHpopmauia € goctosipHoto i TouHol. Lo cepito npogykuii 6yno supobneHo (Bkniovaouu
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yNakoBKy/MapKyBaHHA) Ta NpoBeAeHWUI KOHTPONb i AKOCTI Ha HWKYeBKasaHilt AinbHULI B NOBHIN BignosigHocTi go sumor GMP,
BCTAHOBNEHUX MiCLIeBUM PerynaTopHUM OpraHom, a TakoX Y BiANoBiaHOCTI i3 cneumdikauiamu, Aki 3HaX0AATbCA y peecTpaLliiiHomy
Aocbe/Toproeoi niueHsii. Mpotokonu BUpo6HULITBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BcTaHoBneHa BianosigHicte GMP.

[o3BsoneHo Ao peanisauii / 4o BigBaHTaXeHHA

16.12.2025

YnosHoBaxeHa ocoba - HauanbHuk sipgainy BCraBlM NanTyx 10.M.
Bupo6Huua ginbHuua:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; JliueHsis Ha supobHuuteo AE Ne 637430 sig 07.04.2015
KouTponb akocti Ta Bugaua fgo3sony Ha peanizauyiio:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; Ceigourso npo artecrauito N2 390 sig 22.01.2019
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