AEPIKABHA CJIYIKBA 3 IKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKII OBJIACTI

npos. Ceitinunol Hapil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
PO SKICTL BBE3€HOro B YKpaiHy Jdikapeskoro 3acody

19.02.2024 Ne 4304/24/10

JIOTEIHA

(naiiMeHyRAHHA JNikapcrROro 2aco0y IrinHo 3 peccTpaniiinuM MoCBiATeHnM)
Tabaerky Barinaapni no 200 mr; no 10 Tabnerok y Gaicrepi; mo 2 Gxicrepn Ge3 anaikaTopa B
KAPTOHHIN Kopodui

{dbopma BHITyCKY, B03YBaHHA, BUI HAKYBaHHA JiKapeekoro 3acoby)

Howmep peectpauiiivoro nocsinuenns UA/5244/01/03 crpox aii peectpauiitnoro nocsinsenns 01.01.2099

Cepis nixapeskoro sacoby Ne 13030601 KinekicTs BBe3enoro nikapeskoro 3acofy 630
BupobHuk AT "Anamen Papma”, [Tonbina
{(nafiMenyBanHa BHpoGHHKA MiKAPCEROrOo 32c00y, KPAiHA NOXOMKEHHA}
Baescro B Ypainy Cninbre yKpaiHchKo-¢CTOHChKe NIANpHEMCTBO Y opmi TOBApHCTEA
3 oOMeskenolo Bignopigansnictio " OnrimMa-Dapm, ITI", inenr. kox:
21642228

(naitmenypanan Ta ko 3a €JIPTIOY iopuanunoi ocobn abo npisewine, iM'a, no Garskori distrmol
ocobu - mHanpremi, i Micie NpoXHBAHHEA Ta peecTpaniiinyiil HoMep 0BTiKOBOT KAPTKH IIATHIKA
noAaTkie aGo cepis TA HOMep nacnopTa)

Iporoxox Bizyansnoroe Kourpoaro six 19.02.2024 Ne 0004/9.

3a pesyneTATAMH [EPHKaBHOTO KOHTPOIIO BCTAHOBNEHO, WO AiKapcekuil 3aci6 Beeseso B Vipainy 3

JOTPHMAHHAM BuMOT 33K0HOJABCTRA NIOAO 3a0e3meueHRs AKOCTI MiKapChKHX 3acobis.

Tpomn Wianamadi

(e T npEste)




Jlororun koMnaniy

Ceprudikar sikoeri Ne 6155/2023

Joreina, BariHansui TabaeTkn, no 200 mr

Kpaina pupo6unk: [Toasia

Peecrpauiiine ceizonrno Ne: UA/5244/01/03

AificHe po: HeoOmexeH il

Cuna piVakruericts: Tlporectepon 200 mr
Jixapenka hopma: BariHanpHi Tabnerky
Tum ta posmip ynaxosku: Ne 20 (o 10 taGnerox y 6micrepi, 2 Orictepu Ge3 ammikaTopa y KapToHHIi

kopobLi)
Cepia: 13030601

KinekicTs ynaxoBok B cepil: 3 528 ym.

HAata pupoGunursa: 112023

Crpox npugatHocti.: 11 2026

Bupoluuk nikapeskoro sacoby: AT "Anamen Dapma", Tlonbina

Ceptadikar pianosinuocri GMP s supoGHMKa, 10 BiAMoBiAaE 32 BH

Hazea gineauni: AT "Anamen @apma", Honelua
Anpeca: Byn. Mapun. k. Hincyacexoro 5, 95-200, [Ta6 sniue, [Tombina
Ceprudikar GMP: Ne [WSF.405.18.2021.IP.1 WTC/0039 01 _01/74

Homep ainensii: 204/0039/15

Konrpoar npoeeaenuii y Bianogignocri 3 MKSI Jo PII Ne UA/5244/01/03

POGHHIITRO Ta BHIyCK cepil:

oxa3nuku JHimiTi o enenmdircanii / MeTox (npu BuNycKy PesynnTatu
cepii)

1. Onmuc Kpyrni rtabretkn, Ges oGomonkw, asoonykii, | Biamosimae
finoro abo 6inysaroro koasopy

2. ImeHTHdikaLis aKTHBHOTD

iHrpenienty

BEPX-Y®-cnekrp YO cnextp sunpobysanoro posunny npemapary | Bignosinac
TOBUHEH MAaTH MakCHMyM HOTNMHAHHA —TIpK
LOBKHAI Xpui 6u3bko 244 HM (£2 HM)

ABo Meton BEPX abo Merog BEPX: uac yTpuManus Ha xpoMarorpadi | Bianogigae

MeTog YO BUIPOOYBAHOTO PO3UUHY NMOBHHEH CIIBOANATH 3
4aCOM YTPHMAHHA Ha XpPOMAaTorpaMi pozuHHY
CTAHAAPTHOTO 3paska.

3. Posnajanus. He Ginpire 30 xpunvn 501~

4. KinukicHe BU3HAMEHHs,

190,0 —210,0 mr/ra6 (95,0-105,0%)

206,2 mr/Tab

103,1 %
>. OnHopinnicTs JozoBanux | AV <15.0 (L1) AV(L1)=26
OJUIHHLE (SIK OAHOPLAHICTR HonarkoBui TecT € NpUHHATHIM
MacH)
6. Homimkn.
Cyma gomitiox He binp1ue uix 0,5% <{(,05 %
Maxc. 3navenns oguunuHol | He Ginbime uis 0,1 % <0,05 %

JOMILIKH

7. Posunnenus

Z 80 % Biz 3asBIeHOT KiNbKOCT] HiCHs 45 XBUIIH,

Cepeane 102 %

($1=Q+ 5%, Q=75%) Min. 101 %

HonaTkosuii TecT € HPUHHATHUM Makc. 105 %
8. Mikpo6ionoriuna uucrora | TAMC < 10?KYQ /T <10

TYMC <10!KYOQ/r <10

Bincytuicts Pseudomonas aeruginosa s | r BigcyTui

Bincyrnicts Staphylococcus aureus B 1 r Biacyrni

Bigcyrnicte Candida albicans s 1 r Bigcyrui

Pekrizutd xoMnamii

r'ij)k G 206G f’fg ronew

AL




Joromun roMmauil

Ceprugdirar sxocri Ne 6155/2023
JoTeina, Barivanbai Taénerky, no 200 mr

Kpaina supotuuk: [Toabua

Peccrpamiiine caimonreo No: UA/5244/01/03 JiiicHe q10: HeoOMexenui

Cuuna aiVakrierieTs: Iporecrepon 200 mr

Jlikapenxa popma: sarivankHi TAGIETKH

Tun 1a poamip ynaxkoskn: Ne 20 (o 10 tabnerox y 6nicrepi, 2 Gnictepn Ges AMTKATOPA ¥ KAPTOHHIA
xopobui)

Cepin: 13030601

KinbkicTh ynakoBok B cepii: 3 528 yn.

Hdata supoOHurTea: 11 2023

Ctpok npupatnoceti.: 11 2026

Pesyabtar ananisy: Jlana cepia sianogizae sumoram Metozis Konponto Skocti 10 Peectpauifitoro
Hoceinuenus Ne UA/5244/01/03,

KomenTapi: Hemae,

3asiBa nipo ceprudikaniio: [[um 1 3aceiuyo, o HaBegeHa BULIE iH(OpMALLis € ZOCTOBIPHOO | TOYHOIO.

Lto cepito npogykuii 6yno BupoGieHo, BKIIOYAIOUN MTaKyBaHHS / MapKyBAHHA Ta NPOBEACHO KOHTPMIL 1T

AKOCTI Ha BHUIE3A3HAYeHIM MiNBHULI y TOBHIN BignMOBiHOCTI 3 BHMOramu GMP, BCTaHOBIGHUMMU

MICUEBAM pPEry/ISATOPHHM OpraHOM, a TakoX BiAMOBIAHO Ji0 crewmbikanii |, wo MicTarees y

peccTpauifiHomy aocke. TIpoTOKOAM BMpOGHMITBA, MAKYBAHHS T4 dHAMZB  OYJIO NEeperisHyTo T4

BCTAHOBJICHO BiAMORI AHicTe GMP,

Peanizauin nponykry po3goneHa.

Im’st Ta nocapga ocodn, BinnopizaneHOT 3a Bumyck cepii: Kamina Tpadbamscuka, Kranidikopana Ocoba
[Tignuc ocobu BinmopinaneHOT 3a BUMYCK cepii:

Hata Bunycky: 28-12-2023
EHCNEPT 3EA Nu
HAMALHAR 0.1, ¢

NPEACT ABHALTBO -
ARRMER GAPMA C.A,

il
}

Pexsiznm® komnanil




JEPXKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH
Y JHIHTPOITETPOBCBKIHN OBJIACTI

Jlsinpo, n.CoBopHa, 4, k. 601-603, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Koz €APTIOY 37070665

BHUCHOBOK
npo AKICTH BBE3EHOT0 B YKPAiHY JIIKaApCLKOro 3ac00y
20,08,2025 Ne 40966/25/0411
JIOTEIHA

(HaliMeHyBaHHS TiKapcEKOTo 3aco0y 3riIHO 3 peecTpaLlifHM TIOCBI/THEHESM )
tabaerkn BarinaybHi mo 200 mr no 10 Tabaerok y Onicrepi; no 2 6xicrepn 6e3 annikaropa
B KAPTOHHIH KopoOui

(¢opMa BHITyCKY, IO3YBaHHA, BIJ NaKyBaHHA JiKapchkoro 3acoby)

Howmep peectpauiitsoro nocsimuenns UA/5244/01/03 erpox aii peectpauiiinoro noceimuerns 01.01.2099

Cepis mikapcokoro 3acoby Ne 13416719 KinbkicTs BBE3EHOTO TiKAPCHKOTO 3acoBy 252
BupoGHuk AT "Apmamen Papma" , Ilonsina
(HaltMeHyBaHHS BUPOOHHKA NIKApPCHKOro 3aco0y, KpaiHa MOXODKEeHHST )
Beeseno B YipaiHy TosapucTBoO 3 00MexxeHo10 BianosinanabHicTio "'Ba/IM", izenr. kon:
31816235

(HaliMeHyBaHHA Ta kof 3a €J[PIIOV opumiHoi ocobu abo npissmie, iM's, o 5aTEKOBi
(isHuHoOl 0co6H - T ANpHeMII, 11 MicLie IPOXMBAHHS Ta peecTpalliirntt HoMep oONIKOBOI
KapTKH ITIATHHKA II0AATKIB 260 cepid Ta HoMep IacriopTa)

Hporoxou BizyalbHoro koutposo six 19.08.2025 Ne 03-01/1898/10,

3a pe3ynbTaTAMH  ACPJKABHOTO KOHTPOMIO BCTAHOBJICHO, IO JHKApchKui 3aci® BBeleHo B VYkpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA MO0 3a6e3MeHEHHA AKOCT] TiKAPCHKHX 3aco0iB.

Hayanbhuk [epaxaBHOI ciyx6m 3

NiKapchKKUX 3acobiB Ta KOHTPOIIIO 34

p . TPOTIFO 32 Slna JIPAT AH
HapkoTHKaMHu y JHInponeTpoBchKiii
obnacti
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Jlorayun wommanii

Cepradikar axocti Ne 5820/2024
Jhoteina, sarivanuii Tabnerky, no 200 My

Kpalna papobunx: Monsuia

Peccrpaniiive cainonrao Ne: UA/S244/01/03 aidcde p0: HeobMexennil

Cuna aiifakrnanicrs: Ilporectepon 200 mr

Jdixapenxa dopma; sarivansui Tabneten

Tun Ta poamip ynaxesxn: Ne 20 (o 10 taBnerox y Gnictepi, 2 Gnicrepu Ge3 anisaropa y kaprosmiii
kopoGui)

Ceplu: 13416719

Kinskiers ynakosok B cepil: 5 886 yn,

Jata supofimrrea; 09 2024

Crpox npuaarnoctt.: 08 2027

Bupofinuk nlkapenkoro 3acofy: AT “Anamen $apma®, NMomuia

Cepraghicar sianosianocrl GMP aay supobunia, uto sixnoninac 3a supobuuntao Ta BHAYCK copil:
Hazea abasunni: AT "Anamen Qapma”, IToasma

Anpeca: gyn. Mapw. k. ITincyacekoro 5, 95-200, Ta6 suine, flonsun

Ceprudixar GMP: Ne ISF.405,7.2024.1P.1 WTC/039_01_01/11

Hostep atuemil: 204/00039/15

Kontpoas nponeacnnilt y sianosindocyi 3 MK ao PIL N UA/5244/01/03

Hokanmex Jlimtru o coerndlicanil 7 sevon (npu Bunyexy Pesyanratn
cepii)
I, Onwe Kpyrai  Ttabnetku, Ocs oGonoukn, amoonykni, | Binnosiiae

finoro abo SuyRATOro Konbony

2. Lienrudriauin axmisnoro

inrpegienty
BEPX-Y®b-crnekrp Y® cnektp sunpolyranoro poasuny npenapary | Bianosinae
NOBHHEeH MATH MakcHMyM ROITIHHAHHA npu
AowHii xsant Smaeko 244 nM (£2 um)
ABo Meroar BEPX abo Mcroa BEPX: wac yrpumanna wa xpomarorpadi | Binnosinae
seron YO EANPOGYBIAOND POSUHHY NOBHNEH CHHEMASATH 3
HACOM YTPHMAHHA HAQ XpOMATOIPaMi PO3YHHY
CTAHABPTHOTO 3paike.
3. Posnanauns, He 6innme 30 xpumnm 2733

—_—

— —
4. KinbKicHe BHInQuEHHA, 190,0 ~ 210,0 mrfrab (95.0-105,0% WEHOM | ;mlmﬁ

5. OunopinnicTs Aososaunx | AV £ 15,64{L1) B ;};: ;f. 'lﬁl‘?\(fét\ =
oarKKLE (ak oauopisnicte | Honatkoewii Teet ¢ npuitnsrun JOKYM A\
MACH)

G. JdoMiwmn.
Cyma momilnox He binbme wik 0,5%
Maxe. snauessa onnnndroi | He Ginbwe nix 0,1 %
JOMIIIKH

7. PosuuHeHEA = 80 % sin 3awsncrol kitbxocTi icas 45 xenand. | Cepeane 99 %
(S) = Q+ 5%, Q=75%) Min, 97 %
Homarkonuii TeeT € opritnsTHIM Maxke, 100 %

8. MixkpoGionorivna ukctora | TAMC < IRKYOQ /r <0
TYMC < 10tKYO /¥ <i¢
Bincyrricts Pseudomonas seruginosa e | r Bigcywwi
Bincyruicrs Staphylococcus aureusn | r Bigcyrui
Bincytuicts Candida albicans a 1 r Bincyrni

Pexpizurid koMnanii



JloroTen komianil

Cepradirar awoeri Ne 582072024
Jhwrelna, garinanuii Tabnerku, no 200 mr

Kpaina supobuwk: Honbua

Peccrpaniiie eninonyro No: UA/S244/01/03 nificne po: neobMexeHRi

Cuna givaxrusuicrs: Tlporectepon 200 mr

Jiwapcuka dopwma: parinansai Tabretkn

Tuu Ta poamip ynakosku: Ne 20 (no 10 tabnerok y Gricrepi, 2 Gmicrepn Gex anairavopa y sapTonkiii
kopoditi)

Cepin: 13416719

Kinuxicrs ynarosex 8 cepii: 5 886 yn.

Aara pupobmaurea; 09 2024

Crpoxr npuraTiocri.: 08 2027

Pesyawrar ananisy: Nlana cepia siznosinae sumoras Metonis Kontpomo Skocti a0 Peectpauiitnoro
Tocaimrcrs Ne UASS244/01/)3.

Komenrapi: ucmae,

3agsa npo cepriiplraniio: Lium  acaindyro, o Haseena BUING iHMOPMANLIA € AOCTORIPHOIC 1 TOYHOL.

Lo cepilo npoaykuii Syno BupoGcHO, BRAOYAIONH NaxKyBaHHs / MAPKYBEHHA TA NPOBEAEHO KOHTPONS 1

AROCTI HA  pHinesadiagenii nineMwuni vy noseili sianosimnmocri 3 BuMoOraMH GMP, scravonneHuss

MICUCBHM  PCTYIATOPHHM OPFAHOM, & TAKOX BIANOBIANO 1O cneundikanit , wo MicTatees vy

peecTpaniiinomy nocke. TTpoTokonn BHpODHHIFTBA, TIAKYRAHES TA ANATI3iE 6ymo nepernsHyTo TA

BCTAHOBNEHO BinosianicTs GMP.

Peanizanig npoayxry aomonena.

In’% T8 nocaa ocobn, pianositansiol 38 Bunyex cepii: Kanmina Tpadanverka, Keanidicosana Ocoba
Nime ocobu BianosiaanLHOT 32 BHITYCK cepil:

Jarta swnyexy: 15.11.2024

EXCREPT 3E2

HH o.p. o
PEACTABBHETROY
"m:. SAPMA € A,

Pt nad
TOKYMEHT

PekpisuTi2 koMnmanii


http://www.tcpdf.org

