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Ce;Tmp;maT Ka:IBCTBE / CEpﬂld)iKa_’}“ﬂKl;CTi Ne 150/2024/TA

Haumenosanue npenapara: / | Xapraa®-H, Tabaerku, 5 Mr/25 mr N28 (14x2) B Baucrepax /

HaimenyranHts npenapary: Xaprui®-H, TaGnerxu, 5 Mr/25 mr N28 (14x2) y Gricrepax

Cepun Ne: / T151A0623 Hara npoussoacraa: / 06.2023.

Cepia Ne; Hara pupoBHBuTEa: .

Homep ananuza: / QC2R/2023/2376  Bwuinyck cepuu: / 2901 Lt

Homep anasisy; Bunyck cepii:

Hara ananuza; / 18.01.2024. Foneu ao: / 06.2026.

Hata anasnisy: IipunaTHuif no:

Homep perucTpauHonHoro UA/6486/01/02 Kounmuectso npoayxunn B cepunz/ 11 200 ynaxkosok
cBupeTenbeTBa: / HoMep KinbkicTs npoaykii & cepil:

peeCTpaiitHoro nocpigyeHns;

Cpok peiicTsust per, cBHACTeNbCTBa: /  Becepounoe / Homep nuuensun: / ML Ne HU-M-EGIS
TepMin mif peecr. mocsiquenns: fescTpokone Homep minensii:

Cuiia neficTBUA/aKTHBHOCTD: / 1 Tabnevxa copepmnr pamunpuna 5 mr u FHAPOXJIOPOTHA3MAA 28 mr/

Cyna mii/axTHBHICTD: | TabneTka MicTuts paminpuay 5 mri MApOXNopoTiasuay 25 Mr

[okazaTean xavecrna / Pesyantars: / Hopmp: /

[loxasnukw sxocri Pesynnrarn Hopmn

Onsacavwe npemapara: / Cooreerereyer/ Beabie 0saasubic TabaeTKH ¢ pPHCKOR rAa 06enx croponax, HA oAt cropoMe
Omue npenapary: Biyinonigae TaDNeTKY - TPABHPOBKA HHCLT «5» 1 «25» no Pa3ibI¢ CTOPOHEI 0T pieksn / Binj

OBQNIbHI . TABNCTIY 3 PHCKOIO HA 06OX CTOPOHAX, Ha oAnIlt ¢TOpoH] Tabnerkn -
FPaBIpYBaHHA YHCe] «5» § «25%» no pisui Goxu sin PHCKEH

Pasmepnr Tabneror (ayuua): / 10,0 — 10,2 MM 9.9 - 10,2 mm

Posumipu tabinerox (zossama):

[Heannamnocrs pamunpina: /

InenTH}ixauis paminpuny:

- BOXKX: / BEPX: Coornevcrayer/ Bpems yaepxunannm ocHoBHOr0 mixca {tr) n2 XxpomaTorpamme HeHbITYe MO0

Bianosigac PACTBOPA M0TKHO COBMNAKATL CO BpeMedeM YNepsKiBAIHA PDAMHGPHIA HA

XpomaTorpamme CTAHARPTHOrO pacTBapa / Yac yTpuMyBatia OCHOBHOTO Mika
(tr) Ha xpomatorpami BunpoGoBYBanoro Po3yuHy Mmac 3GiraTvcs 3 vwacoM
YTPAMYBAHHR DEMITIDWIY Ha XPOMaTOrpai CTAHAAPTHOTQ POIUUHY

- Y®O-cnexTpodioromerpus: / Coovnererryer/ npu swinyexe: Y CTEKTPLI NOF/IOKICHHR HCIBITYCAMOUO ¥ CTRHIAPTHOTO

Y@-cnextpodioromerpis: Biamnonigae PACTBOPOB A0KNLI HMETL OHHAKORYIO dOpMY KpHBOH /
npu_gwnycky: Y@ CHEKTPH NOFIHHANEA BHOPOSOBYBANOrO | CTAHIADTHOTO
PO3HHHIR NOBKHHI MaTH 0AHAKOBY POPMY KpHBOT

[oannanocts ruapoxsopoTHasmag: /

Inenrudixauin rigpoxnoporiazngy:

- BOXKX: / BEPX: Coorpeternyer/ Bpemst yacpAupanns 0cHORIO LD IHKR (Tr) A XPOMATOrPAMME HCHBLITYEMOTD

Bianosigae pactTBops AGEANO COBNAAATD o BpemMeHeM YACPKHBAHHA

FRAPOXIOPOTHAIMAR HA XpPOMATOrpamMe eTangapruore pactsopa / Yac
YTPHMYBAHHA OCHORHOTO fTiKa (tr) Ba XpomaTorpaMi BUAPOOOBY BAHOTO POIUREY
Mae 30IraTHCA 3 vacoM  yTpuMyBaHHs TLAPOXIOPOTIANAY na XpoMaTorpai
CTAHARPTHOTO POIUMHY

- Y®-cnexvpodotomerpna: / Cooreeveryer/ npu_soipycre: YO CREKTPLI NOTOUIEHINA HCHRMTYEMOTD 3 CTIHAAPTHOID

Y®-criextpohoromerpis: Binoesigac PACTBOPOB JOTAHEL HMETH 0/1NHAKORY10 (o pMY KpHBSi /
npu _gunycky: YO cnexTpd nornuauanbg BHTIPOOORYBAHOTO | CTAHAAPTHOrO
POIMHIB TOBHKHI MaTH ORHAKORY opMy KPHBOY

Oanoepoanocrtn Ao3upoBainux AVig=76 RDH SLIRVCKE!

epunny pamunpuna: / Ongopianicrs Crazma wennrrasun 1 Jonycrusoe oTiionenne AV: ne Hoszee 15,0

ARO30BAHKX OJHHMLL PaMinpuiy: Craaua nenpiranns 2; Jonyerusoe oTeaonenne AV: ge Gosree 25,6 /
RO URVCKY:

Cranis sunpobynanns [: Jlonycmse siaxinenns AV we 6inbme 15,0
Cragig sunpoOysanns 2; JonycTume Binxuneans AV: ge Oinbiie 25,0
Oanopoanects J03uposaimmx AV =6,] npu seinycKe:
eXHERY FHAPOXAGPOTHAZNAAL: / - Crapun wenbrranna §: Tonyeruvoe oTinonenne AV: ye Ooiee 15,0

OpnopignicTs  pozoBaHMX  OAMHEHLL \\ AN penwiradug 2: Jonycernsoe orionenne AV: ne oaee 25,0/
MApOXICNOTIASHAY!
O
@
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| Bunpobynanus 1: Honycrume pigxuneuns AV: ue Sinplie 15,0
f\Hnpodysann 2: Jonycrame Bimatsienns AV: He Sinsine 250
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3AT PapmauesTiunuii 3areq EI'C
1165, m. Byzanewr, syn. Bexensdenni, 118-120, Yropuvna
Tencdon: (36)-1-803-5554, Tenedake: (36)-1-803-5556

3A0 ®apvansaruueckil anoy YSIHC
1165, r. BynaneuwT, yil. Bexenrgenay, 118-120, Benrpus
Tenedon: (36)-1-803-5554, Teaedaxe: (36)-1-803-5556
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XapaxkTepHeTika noaoBHHOK
radierok: / XapakTepucTHKa
[tONOBHHOK TableTOoK:

PacrBopenne pamunpina:

(mepexen AeCTBYINIETS BeURECTRA B
pacTsop) {cpeaa pacTeopennn; Y06
ma 0,1 M HCL, 37 °C, 75 06/vnn,
npubop 2 @apm, CIHA ¢
BPAKIAFOMHMHECH NONACTAMY) /
Pojumnenns paminpsony:

{nepexia Aloyol peucBrHK Y POIYHH)
(cepenoBuuge posuunents: 900 mn 0,1
M HCl, 37 ° C, 75 0b/xs, npunazn 2
Papm. CHIA 3 o6epTosumMH NonaTtamu)
Pacreepenne rnapexgoporusnia:
(mepexon AeiicTBYIOWICr0 BEllECTRA B
pacTeop) (cpena pacrsopentia: 900
ma 8,1 M HCL, 37 °C, 75 o6/aun,
apubop 2 Capm. CLUIA ¢
BPAHIAOIIHMICH JTONACTAMK) /
Po3ymHeHHA THIPOXNOPOTIa3UAY:
(mepexia AixoHol peyoBnHy B po3unH)
(cepenosume pozuunenna: 900 mn 0,1
M HCl, 37 © C, 75 06/xs, npunax 2
®apm. CLUA 3 o6eprorpmu nonaTtamm)
Pacnanaemocre: / Posnananns:

Hocropounpe npustecn: /
Cynposiani gominuxn:

- HPOAYKTHI a3/ H0xKenun
paMENpIIIA: / [POXYKTH po3nany
paMiIpHTY !

- npapecs C: / nomiwixa C:

- Apumecs D: / nomimxa D;

- CYMMa npuMeced pamunpnna; /
CYM# AOMIMIOK paMinpHnay:

-~ IPOAYKTHI PAITOMEHMS
FHAPOXTIOPOTUASIHAA: / NPOAYKTH
po3May rifpoxaopoTiainmy !

- canamMua: / canamisn:

~ XTOPOTHA3IHA: / XNOpoTiatiy:

- CYMMe AprMeceii

THEAROXIO POTHAZMAR: / CYMa ZOMILIIOK
FAPOXAOPOTIasH Iy

- NPOAYKTHI PANIOKEHHS
PAMRIDHAA/FRAPOXTOPOTHAINAL; /
RPOJyKTH po3naTy
paMinpHRy/riapoxnoperiagry;

- moban neupentHdUNBPOBANNAR
IFPHMECh RO OTREALHOCTY: / Oyah-aka
HELEHTIDIKOBANA AOMIlIKA OKPEMO:

- ¢ymMma npumeceil: / cyma ROMItLOK:

KenuecrBennoe concpanng
paminpuna: / Kinkxicnuaii amicr

paMiipHIy:

UA/533 2.4
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Xaptun®-H, tabnetkn, S Mr/25 Mr N28 (14x2) y 6ricTepax
Cepusa Ne: / Cepia No: 7151A0623

Cooreercrayer/
Bignosinac

96 - 110 %

96 - 100 %

| atiEn/XB

0.1 %
0,4 %
0,5 %

<0,1 %
<Q,] %
<0,1 %

<0,1 %

0,5 %
5,00 mr/Tadn.

Cornzacro TpeGosannam Esp. ®apm. / 3rindo 3 numorass CBp. Gapn.

He menee 70 % (Q) oF nomuransioere Konecrea REICTBYIOIIETD
BELICCTBR ROJIKNRO NepeliTh B pacTsop 32 30 mun / He menm 70 % (Q) sin
HOMINAITBHOT KITBKOCTI /1IHOMOT PEHOBMHY MaE MepeiiTH B po3un 3a 30 xn

He mence 70 % (Q) o1 HOMUBAILIIOr0 KOARYCCTRA AeHCTBYOWEID
BEILECTRA A0TATO NepeiiTy B pacTeop 33 30 muu / He merur 70 % (Q) sia
HOMIHARBNOT KINLKOCTI Ai0MOT peYORHY Mae neperTH 8 po3vkH 3a 30 xB

Coracne pesyanratasm nenpiranns (HexneunTe pmo HHpOPMATHBH O
ieanto) / 3riano 3 pesynbraTamu BHIpoOypatis { BHIGIOYHO 3 IHPOPMATURHOKY

METOI))
npi_abiNVCKe:
npu BUNYOKY!

ire Gosree 0,5 % / ue 6insie 0.5 %
He bonee 1,0 % / ne Sinbwe 1,0 %
He Gostee 1,5 % / ne Gusme 1,5 %

He bosee §,5 % / we Ginvine 0.5 %
e boace 0,5 % / ne 6unwe 0,5 %
He Gonee 1,0 % / ne Ginpiue 1,0 %

He Gosiee 6,2 % / ne Gimmre 0.2 %

ne Bonee / ve Ginnie 1,5 %

AOH 68NYOKE?

HPW GUIVCKY .

75— 5,25 mr/TabneTka

— 105 %)

MAHATILHOT) COXepKALHA /
1iHAABHOrO BMICTY

8 KONIE CPOKT 2e0nocm;/

HANPUKIHYE MEPMIHY RPUOGINNOCIE,

ue Hogree 0,5 % / ve Ginsmie 0,5 %
He Dostee 4,0 % / ne 6inpmie 4,0 %
ue Gonee 4,5 % / we Ginvie 4.5 %

e Ho.iee 9,5 % / ue Oianme 0,5 %
He 6onee 0,5 % / ue Ginvire 0.5 %
ne Dosice 1,0% / ne Gianine 1,0 %

ne Bosree 6,2 % / e Ginnpe 0,2 %

e foaee 5,5 % / ve Sinniue 5.5 %
8 KOHIE CPOKI 200H0CHIN Y

HANPUKINYT MepMiny npyoamuocmi.:

4,5 — 5,25 mr/Tabnerka

(90 — 105 %)

0T HOMITHAJILIOTO CoaepAavnn /
Bijl HOMIHATLHOTO BMiCTY




3A0 @apmaverTveckuil 3anog INHC JAT @PapmanesTiuusf zason ENIC
1163, r. byaanewr, yn. bexkeusgenau, |118-120, Beurpua 1165, m. byaanews, pyn. bexeusdenai, 118-120, Yropmuna

Tenedon: (36)-1-803-5554, Teaedake: {36)-1-803-5556 Tencgou: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556
Xaptun®-H, Tabiericn, 5 mr/25 mr N28 (14x2) B 6aucrepax /
Xaptwi®-H, Tabnetkn, 5 Mr/25 mr N28 (14x2) y 6icrepax
Cepusn No: / Cepis Ne: 7151A0623
KeuuceTBennoe cojlepkanue 24,69 mrira0n. 23,75 — 26,25 mr/rabaerka (95 — 105 %)
ruapoxaopoTinaznga: / KiskicHii 0T HOMHRATLHOTO COREPRANER / BIJ| HOMIHANTLHOIO BMiCTY
BMICT MApOXIOpOTIaZHIy:
MuxpoOnonernuecxkasn uncroraz® /
Mixpo6iostoriuua gucrora; *;
- oBuiee unrcno aspobunix Gaxrepnii: / <10/ e Gonee 10° 8 1 r npenapars / ne Ginune 10° B 1 ¢ npenapaty
3ArankHa KINbKieTs aepobHux Gakrepiin:
- 06unee WHeno rpubos: / 3arapa <10/ ne Gosree 107 8 1 r npenapara / ve Ginpme 102 8 1 r npenapaty
KiJIRKiCTh 1puGis:
- Escherichia coli: Coorpercrayer/  oreyrersise 8 1 v npenapata / siscyruicts B | r upenapary
Bianosigac
Paimep # THn ymakoBkn: / Cooveercrayer/ He 14 taGaetox ® Gamcrepe; no 2 Giucyepa s KEPTOHIOH YNAKOBKE ¢
Posmip 1 THN ynakoBxu: Bianosijac MAPKHPOBKOH Ha yxpanncekom sswike / Flo 14 tabnerox y 6micrepi; no 2

GnicTepy y XapTONHil ymaxosii 3 MApKYBaHHAM YKPATHCLKOIO MOBOIO

*: leneiTaxke BLINQAHsETCS He LAH Kaxmoii cepin. Mocme COOTRCTCTBYIOIINX HOPMAM PE3Y.TLTATOR NEPRLIX TPEX NPOUIBOACTEEHNBIX Cep il
HCRBITRHHE NPOBOART, N0 Kpafines Mepe, 1a5 ofHe#H cepuM ¢ANN PAa3 B Fod WAH AAA KANIT0H 4ecaTo cepitn / BHnpofypaHug BUKOHYETLCH HE
Ans KOKHOT cepii. [Ticns sianoBianmx HopMam peaynsTarip NepuinX TPLOX BHpoGuuHX cepilf Bunpoysamna ipopo s s, npaHaiival, L onuict cepii
OMH pa3s Ha pik abo w1 KOXHOT AecATOl cepi.

Hacromuus # ynocroneparo, 470 npsEeAeHHAN BLIIE HHOOPMAIHA ARNACTCH necToBepHOd M Tounoii. Jra mpoaykuua H1ura nponiBeaeHa
(BENIowas yNAKOBKY/MAPKHPOBKY) W NPOBEALR KOHTPOAb €¢ KAYECTBA Ha BLILICYNOMHHYTOM YHACTKE B NOJHOM COOTRCTCTIDHH ¢
rpefosanuamn GMP, yCTRHOBICHHBIMH MECTHBIM PErYIHTOPHLIM 0prafem, a TAK/KE COTAACHO cRenHHKamuN, cogepmalueiicn B
peracTpannoitest Aocse. liperokoant HpoOHIBOACTEA, YNIAKOBKH ¥ 8HRAH30B OH10H NepecMoTPeRn! ¥ YeTaHOBAEHO coorsercEalie GMDP /
HuM s 3aceimuyio, me HabejcHa BHINE inpopMalin € focTomRipHoK 1 Toumow. Lo UPOAYKUIKG Oyil0 BHIOTOBAEHO (BKIKMAIOUY
YNAKOBKY/MapKyBaRua) | NPOBEACHO KOHTPOIIL 1T AKOCT! HA BUIME3rananif AlsHu B noBIi RUANOBIAHOCTI 3 suMoramMy GMP, BeTalioBeHHMH
MICHEBHM PEryNSTOPHUM OPTAHOM, 2 TAKOX BiAFIOBIHO /10 cneungikallii, o MICTHTLCK B PECCTPALIHHOMY HOCHE. IIpotoxonn rupoBuHuTRAE,
YTIZKOSKH ‘FA aHaM31B 6yI0 NCPerafkyTO | BCTAWOBNICHO Binosiadicts GMP

Hara noanucy / Drbﬁs?; Jinosks
Harta minmicawas ’jg kD, /{ _ ‘jg oQ 4 | ified Person
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