JEPKABHA CJIYIKBA 3 JIKAPCHKIX 3ACOEIB TA KOHTPOJIIO 3A

HAPKOTHKAMHM ¥ KHIBCBKIN OBJIACTI

npos. Caitnmuuol Haaii, 3, m. Kuis, 02099,
e-mail: dis.ko@dls.gov.ua, bttps:/fwwiv.dls.sov.ua, Kog €IPTIOV 37078774

BUCHOBOK
npo FIKiCTE BBE3CHOT0 B YKpaiHy Jdikapeskoro 3acofy

16.08.2023 Ne 39951/23/10

XAPTHI® - AM

(HaliMeHYRAHHA NikApCEKOrD Jacoby arizgo 3 peecTpauiHAM NOCBIZHCHHAM)
KAnCcy/mt 00 S mr/S mr, 1o 10 kancya y 6aicrepi; no 3 Gnicrepn y KapToHkill ynakoui

((hopua Biycxy, AC3YRANNS, BHA HAKYBAHE RKApCHKOTO 3aC0by)

Howmep peecrpaniiforo nocsizuerns UA/13634/01/02 crpox aii peectpatiiroro nocsizuets 01.01.2099

Cepis nikapcuroro 3acofy Ne 6064 C0323 KinekicTs BBe36HOro nixapeskoro zacofy 3000
Bupobusix 3AT (bapmanerTiunuii 3arog EI'IC, Yropmmuaa
(maiivedynaiHa pHPOOHRKA MKAPCEKOrD 3ac00y, KPATHA NOXOLKEHHA)
Baeseno B Yipainy Crianne ykpaiHchK0-eCTOHCEKE NIATPHEMCTBO ¥ Gopmi TOBAPHCETBA
2 o0MesKenol0 BianoBinanenictio " Onrinsa-Mapm, AT, inenr. Koa:
21642228

(Hajimenysanua Ta xoa 32 €JPIIOY wpusnynol ocobl1-260 npispre, iv'a, no Satexosi Pistrouoi
acofit - nianpHenng, it Micle NpoKIBAHAL Ta PeccTpauiiinmii Homep obnixoBoY KapTiit MHaTHIxA
nofmaTe abo cepid Ta HoMep Bacnopra)

Oporokesn sisyansuore xonrpeaw pix 15.08.2023 Ne 2515/7.

3a pesysrTATAME JICPKABHOFO KOHTPORO BCTAHOBACHO, INO JIIK2pCEKMA 3aci@ BBescHo B Yxpaimy 3
ACTPHMAHHAM siMor 2ax0oH0AaBCTRA W00 3abearreueHHs SKOCTE JKApCLKUX 3aco6in.

Komsposa J1LB.
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3A0 Gapmanenravecknii sapoa ITHC 3AT ®apmauesrhunuii 3as0n ENIC

KOPHAHYECKHI aapec. HOPHAHYHA anpeca:

1106, r. by saneir, yn. Kepectypn, 30-38, Beurpra 1106, m, Bynanewr, syn. Képectypi, 30-38, Yropumna
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556 Tenegor: (36)-1-803-5554, Tenedaxke: (36)-1-803-5556
daxrauccknil aspéc; daKtHuna aapeca:

1163, r. Byaanewr, yi. Bexensgenan, 118-120, Benrpua 1165, M. Byranewr, syn. Bexensdenni, 118-120, Yropmmpsa

CeprnpnkaT kavectsa / CeprudikaT akocTi Ne 2378/2023./Smaza
HaunmMeHoBaHMe npenapaTa: / Xaprea®- AM, kancyaw ne § mr/5 mr N30 (10x3) 8 GancTepax /
HajimeryBaHHs npenapary: Xapran® - AM, xancynu o § mr/5 mr N30 (10x3) y 6nicrepax
Cepus Ne: / 60640323 JiaTa npousnoacTsa: / 03.2023.
Cepia Ne: JlaTa sppoOHHITTEa:
Homep anannza: / QC2R/2023/926 Topen po: / 09.2025.
Homep ananisy: HpuparHuii no:
JlaTa ananuaa; / 03.07.2023. KoanuecTso npoaykuus B cepun:/ 27 276 ynakosok
Hara apanisy: | Kinpkicts npogykuii & cepil:
Homep perucTpauHoHnoro UA/13634/01/02 Homep nunensun: / ML Ne HU-M-EGIS
cBHACTENRCTRA: / HOMep Homep ninensit:
peecTpauiiHoro nocRigyeHE:
Cpox aeificTeun per. beccpounoe /
cBuaeTebLCTBA: / TepMin aii Besctpokose

peecT, MOCBLINECHHA:

Cuaa feficTBHR/2KTHBROCTD: /1 Kaneyna cOAEPRHT: 5 Mr paMunpuia n 5 Mr amaoaunuHa (YTO COOTBETCTBYET

Cuna [ii/akTHBHICTD: 6,95 Mr ammoaununa Secuitara) / | xancyna MiCTHTE: 5 Mr paminpwry T2 5 mMr
aMmnonaniny (10 Bixnosiaae 6,95 Mr amnoauniny Secunary)

Hoxasarenn kauecTsa / Pesyavrathi/  Hopmm /

TToxasHukH AKOCTI Peaynrrarn Hopmnu

Onucanre kancya: / CootpercTByeT/ TBepasie HMeJATHHOBBIE KARCYAR], 3 MAPKHPOBKH, CAMOIARPLIBAIOIIHECH,
Onuc xancyJ: Bianosinae € HCTIPOIPA™HLIM OCHOBAHHEM CBCTN0-00pA0BOFe NBETA B HenpoIpauMoit

Kpeitkeil cnerno-Gopaopore mpera / Teepai kenarvmosi xancynu, 6es
MEPKYBAHHSZ, CAMOSEKPHUBAIOMI, 3 HENPO30POI0 OCHOROKX cBiTHO-BOpAOBOTO
KONBOPY 1 HETIPO3QPOI0 KPHEIKOIO CBITA0-60PA0BOTO KONLOPY

Onucanye cogepRaEMore Kancyi: / Cooreercrayer/ Cmecs rpamysl M NOPOIIKOB, HE COACPKAUIAA MEXAHHYECKHX TpHMeceH /
Onuc BMicTy Kancyn: Bianosinae Cymins rpanyst T4 1opotkis, MO HE MICTHTE MEXAHIMHHUX JOMIIOK

{lzer conepximonre kancyn: / Coorsercreyer/  Beanrit uan souri 6enesit / Binuit aGo mattxe Gimuii

Konip amicTy kancyn: Bixnosinae

3anax cogepaxsmMore Kancyn; / Coorsercrayer/  Be3 wam mours Ges 3anaxa / Bes abo mafke 6e3 sanaxy

3anax BmicTy xKancyi: Bixnosinae

Hopanunoers AeHcCTBYIOMHAX BEULECTH Cootsercrayer/ Bpemena yRepxkusanua (fx) ABYX OCHOBHBIX NHKOB HA XPOMATOrPAMME
(BIKX): / Lnenradivanin xirouux Bignosinae HENLITYEMOTG PACTBOPA J0/TKHDBI CODTRETCTBOBATL BPEMEHAM YAERKHBANHA
pevosis (BEPX): ABYX OCHOBHBIX UHKOB HA XPOMATOrpaMME CTAHAAPTHOre pacTpepa / Hacy

YTpuMyBanns (Ir) ABOX OCHOBHMX NikiB Ha XpoMmaTorpaMi BHRpoBOBYBRaHOTO
PO3YMHY MOBHHHI BIANOBIAATH 4ACAM YTIPHUMYBaHHA JBOX OCHOBHMX -DiKiB Ha
XpOMaTorpaMi CTaHAAPTHORQ PO3URHY
IogauuHocTs ZeHCTRYIOWAX BEULECTH Coorsercrayer/  JIBA 0CHOBHAIX IRTHR HA XPOMATCIPAMME HCOLITYEMOTO PACTBOPS NO UBCTY,
(TCX)f inentudikauia aitounx pevorusn  Bignosiaac pPa3Mepy H BeanuMHe Ry A0XHLI COOTBETCTBOBATE OCHOBHLIM TIHTHARM HA
(THIX); XPOMATOrpAMMAX . CTABXAPTHLIX pacrBopos / JIBi ocHOBHI WisMu  Ha
Xpomarorpami suNpo6ORYBAHOTO PO3SHHY 33 KONLOPOM, PO3MIPOM | REAHIHHOIO
Rr nosuuni BiANOBIATH OCHOBHMM IUAM HAa XPOMATOTpPaMax CTAHAAPTHHX

PO3YUHIB

Kenuuecrrennoe coaepkanne
geitcraymux semeers (BIXX): /
Kiasxicuu#i BMIiCT IHi10UHX PEYOBKHH NPU_BHINYCKE: 8 KOMUE CPoKa 200HaCHuL/
(BEPX): npi SUHYCKY: HanpuKinyi mepminy npudamuocmi.
- aMJo0gHNHHA Gecunar/xancyna: / 97.4 % o 20,0 - 105,0 %

; . 95,0 - 105,06 % |
amnoauniny decunar/kancyna; 6,769 0T IAABACHHONO KOHYeCTRA /

0T 3AABJACHHOTD KOSAHYLCTRA /
Bij 3a5BJICHOT KINbKOCTI
6,950 mr+ 5 % (6_,603 — 7,298 M1}

MI/ Kacyna BLI 3a8BNEHOT KiNBKOCT]

0,950 Mr + 5 %; 10 % (6,255 - 7,298
Mi)

90,0 — 105,0 %

0T IAABACHIOTO KOJIMYECTBA [

BIA 3aABJIEHOT KiAbKOCT

5,000 mr+ 5 %; -10 % (4,500 - 5,250
Mr)

- paMunpuR/Rancyaa: / 1021 %
i 5,103
mI/ KanmeyJia

95,0 - 105,0 %

4T IAABJICHHOIG KoHvecTRa /
Bi 389RNCHOT KiNTLKOCTI

5,000 mr £ § % (4,750 — 5,250 mr)

.71/ LIS A .ULDV |
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3AO0 MapmanesrHucckuit sason ITHC.
ropuaKYecKknii arpec:

1106, r. Bynanewr, ya. Kepectypu, 30-38, Benrpus
Tencgon: (36)-1-803-5554, Tenedaxkc: (36)-1-803-5556

axTHyecknil agpec:

1165, r. Bysanewrr, yn. Bexeustdenau, 118:120, Beyrpus

IocToponnne npumecn (BIKX)*: /
Cynposigui zomimkn (BEPX)*:
RPOAYKNIbI PAIAOHCEHUR AMA0OUNUHA
becunama: / npodyxmu posnady
ampoduniny becunamy:

- apumect D (Epp. ®apm.); AML-01:/
gomimka D (€sp. bapm.); AML-01:
npedyKms paIONCEHUR pasunpuna. /
npogyKmu poInacy paminpusy:

- apusices D (Enp. ®apm.): RAM-04: /
mominika D (€sp. Papm.): RAM-04:

- npumece E (Epp. @apm.): RAM-05: /
nominxa E (€ep. hbapm.): RAM-05:
opyzue udeHmupuyUposaHHbIe NPUMECH
pamunpuna: / inwid idenmupivosani
domMitikit paminpuny.

- apimeck A (Epp, ©apm.): RAM-01; /
pomimka A (€sp. Papm.): RAM-01:

- ipmecs B (Erp. ®apm.): RAM-02: /
nomimka B (€ap. dapm.): RAM-02:

- npumeck C (Enp, ®apm.): RAM-03: /
aomimxa C (€sp. Papm.). RAM-03:

- nofag HeHAERTHOHIIHPOBAHHAR
ApHMECh; / iHma HeixeHTHdikoBana
AOMILIKA:

- CYMMa BceX npumeceit: /

CYMa BCiX ZOMILLOK:

PacTeopenne (mepex. ackcr, Beli. B
pact.} (BIKX}): / Posunuuicts (nepex.
Aaitoy, ped. y posy.) (BEPX)

- AMJOZMITHHA DecwtaT: / aMIOauNiNY
Gecunar;

- pamunApnt: / paMinpu

Cpeanas macea colepiKHMOro Kancyu; /
Cepennis Maca BmicTy kancyn:
Oﬂl-lll[l'_l},{lHI}ETb MABCCRI CONCPKEMOTD
kaneyir: { OnHopigricrs Macu BMicTy
Kancysn!

PacnagaemMocre: / Poanajauns:
Coacpikanue soant (rurp. no met. K,
Dmucpa): / Bmicr soan (tvp. 32 MeT. K.
diniepa):

OnnopoanoeTs Jo3HpoBaAHKRA

(BYAKX) (eanopoanocts coaepannn); /
Onmopianicts aosysanna (BEPX)
{(onxopizaicTs BMicTy):

- AMA0 AT HA BecuaaT: / amnoauniny
Gecunar

- paMHRpRA: / paMinpun:

UA/0S48_1.6

3AT ®apmanestHuunit 33801 EFIC

HOPHINYHA anpeca;

1106, M. Byaanewrt, sy, Kepectypi, 30-38, VropmkHa
Tenedon: (36)-1-803-5554, Tenedaxce; (36)-1-803-5556
DaKTHuHA aapeca:

1165, m. Bynanewn, syn. Bexensdenai, 118-120, Yropuiuma

e i e 1 P T T R e e L L et B 111+ £ e e = e 188 — LLLL1 1= |8+ . 0 Lfs e e —LALLL B0 a0 0.

Xap*nm@ AM, Kancynist o 5 Mi/5 mr N30 (10x3) B Gnucrepax /
Xapmn® - AM, xancysnin mo 5 Mr/5 mr N30 (10x3) y GnicTepax
Cepus Ne: / Cepin Ne: 6064C0323

<,05 %

0,09 %

<005 %

<0,05%
< 0,05 %
< 0,05 %

<0, %

0,09 %

89 .99 1Y,
Xs=94 %

92- 100 %
Xs=97 %
150,6 mr

CoomeercTayeT/
Binnonaipac

2 MHB / XB
4,5 %

AV =3,]

AVig =59

8 KOHUE CPOKa 200HocmiL/
HARPUKityi mepminy npudamuocmi.

npi sLInycKe.
npiu sURYCxy.

He Gonece 6,30 % /
ne Dinsiie 0,30 %

Hie bonee 1,00 % /
He Giapie 1,00 %

He Gosee 0,50 % / ne Gostee 2,50 % /
He Ginbine 0,50 % He Simsiue 2,50 %
He Oostee 0,20 %, / ‘ae Gonee 0,50 %/

He Ginne 0,20 % He Ginsre 0,50 %

He GoJtee 0,50 % / ne Gonee 8,50 % /
He Ginoure 0,50 % He Gimbure 0,50 %
ie Gosree 0,56 %, / e Goniee 0,50 % /
sie Binviue 0,50 % ‘He Oinkwe 0,50 %
ne 6o1ee 0,50 % / ‘He Gonee 0,50 % /
ve Binbee 0,50 % He funee 0,50 %
ne Gostee 0,2 % / ne Gonee 0,2 % /

e Oimnie 0,2 % ne Ginsme 0,2 %

we bonee 1,00 % /
He Ginsine 1,00 %

e Gonee 4,50 % /
He §insie 4,50 %

npu ssinycxe: 8 KoRie cpoKa 200K/
npt GUAVCKY: HaAnpuKingi mepminy RpUOEmHGCNI:

He Menee 75 % (QQ) o7 HOMHHAABHOIG KOARYECTRA KAMKAONO 13
AeHETBYUZHX BEUWIECTB A0JI:KHO NepeliTa B pacteop / He menure 75 % (Q) sia
HOMIHANBHOT KUTbKOCT] KOXHOL 3 FOUHX pevoBry HOBHUNO NIEPEHTH B POIUHH
32 J5mun/3a15 %8 34 30 mun / 3a 30 xa

150,0 mr + 10 % (135,0 ~ 165,0 mr)

Oricioncnne o1 cpeanell Macebl:

aar 90 % (18/20) kancyn ~ ue Gosaee + 10 %,
ang 19 % (2/20) kancya — ne Gonee =20 %% /
Biaxunerns Bl cepearbot Mach:

ans 90 % (18/20) xancysn — we Ginpme + 10 %,
wia 10 % (2/20) xancyn — we Sinpige £ 20 %
He Hosree 15 mun f we Ginbiue 15 xp

ne bonee 7.5 % / ne Ginpwe 7,5 %

Cornacne Enp. ©apm.:

AY < 15 (n = 10), ecaan ycropne ne phinoanneres, 7o AV<I5(n= 30), n ann
30/30 xamcyn KosrHMECTBEE D¢ COZEPKRINE KAKAOTO W3 aeﬁnnymumx
BeRECTB JO/DKHO HAXOARTLCA B HHTepRaRe 0,75XM — 1,28xM* /

3rinno €sp. Dapm.!

AV <15 (n = 10), sxuto yMona He BUKOMYETLeE, T0 AV < 15 (n = 30), i 1nn
30/30 kancyn xinbKicHUHA BMICT KOXHOT 3 NIOUHX- PEMOBHH NOBHAHO
IHAX0AWTHER B inTepsani 0,75xM - 1,25xM*
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3AO PapmanestTnuecknli 3anon UL 3AT PapmaucsThunnil 3aBoa ETIC

PHIHMECKHH anpec: OPASHE ATpeca

1106, r. Byaaneurr, yn. Kepecrypy, 30-38, Berrpna 1106, M. Bynanewr, ayn. Kepectypi, 30-38, Yropiimsa

Teaedon: (36)-1-803-5554, Tenedakc: (36)-1-803-5556 Tenedou: (36)-1-803-5554, Tencdakc: (36)-1-803-5556

daxrryecknil anpec: daxTHYHA anpecs: | .

165, r, By nanewr, yn. bexensdienan, 118-120, Benrpus 1165, m. Bynanewrt, Byn. Bexensdeni, 118-1290, Yropumsa *(?GI o

iy

Xaptua® - M, Kﬂt}’ﬂbl 1o 5 mr/5 ™I N30 (_10 B ﬁ.ﬂucTepa | /
Xapun® - AM, kancymu no 5 Mr/5 Mr N30 (10x3) y 6nicrepax
Cepus Ne: / Cepia Ne: 6064C0323

MukpoOROIO rHYLCKAA YHCTOTR: /

Mixpobionoriysa yucroTa; |

- obugee 9uca0 Aapolnnbix <100/r He Gosree 10° B 1 r npenapara / ne Ginsee 10° B | r npenapary <
MHKPODPraHHIMOB: / 3aranbHA KIALKICTS

aepoBHIX MIKPOOPTARHI3MIB;

- o6uwxee yncno rpnbos: / zarancha <10/ we Gosree 107 B 1 r npenapava / ue 6inpwie 102 B 1 r npenapary
KiNbKICTL Mpyubis: |
- Escherichia coli: CooTuerctayer/  orcyrcersue B 1 r npenapara / sigcytsicrs 8 1 r npenapary
Bianogiaae
Pazmep n Tin ynaxosu: / Coomercreyer/ Ilo 10 wameyn s Gmmcrepe; no 3 Oaucreps B xaprousioli ynmakoBwe ¢
PosuMipi THO ynakosku: Bianaosizac MapKkiposxeli #a ykpanncekoM sasike. / flo 10 kaneys y 6aicrepi; no 3 Gnicrepn

¥ KapTOHHIH yriakoBui 3 MapKyBaKHAM YKPATHCHKOIO MOBOI.

*- Hazsanua npumeceil 8 mexcme npusodames coznacue Eap. @apm., a marsice coziacno komenknamype 3aeoda 3IHC, / * - Hazeu domiueox 6
meKcmi HagaoAmbCa 32iono €ep, Dapm., A maxoxe 321060 3 HoMenxaamypoio 3a6o0y EFHC

* « Hpumenanne: AV —~ donycmumoe omrnoiente, M — pexomendyeman. sexuvuna / * - Ipumimra: AV - donycmuse eidxunenns, M -
DEKOMENDORANA BEAUYUNA

HacToRiunm g yRocToBEpAlo, YTO HPUBEACHHAR BLiNE HEDOPMATINA BIAETEA JocToOBEpHO K H TounodH. JTa npoaykuss Gbuia npox3BeacHa
(BK/IOYRA YHRKOBKY/MAPKHPOBKY) M MPOBLALH KOHTPOIb €& KAYCCTSR HA BLUHCYTOMAHNYTOM YHACTKE B NOAHOM COOTBETCTBHH ¢
Tpebosaruamy GMP, ycranosaeunbiMu MECTHBIM PErY/JIRTOPHBIM OPTAHOM, 5 TAKKE COFJACHO CNCHH(PHKAUME, CogcpkauleHcn B
peTHCTPROHONHOM R0cke, IIPOToKOILE RPOHIROACTER, YNAKOBKH H AHA/IR30B GLUTH NEPECMOTPENS] H YCTAHOB/IEHO cooTBeTcYBHe GMP /
Lud a sacsinuyro, w0 HasesieHa suule iHjopManis € JocTomiproio i TouHOW. Lo npoaykuile 6YNO BHIOTOBAEHO (BXIIOUAIOMH
YITAKORKY/MapXyBaHHa) i NMPOBEACHO KOATPOAL 11 SKOCTI ha BHe3radauill AinAHni B NOBHIK RiznoBinHOCTi 3 BuMoramr GMP, BCTaHOBNEHHMH
MICLIEBMM PEryIMTOPHUM OPIRHOM, 8 TaK0X Bianopiauo no cnewmdikandi, mo MicTuTeea B péecrpaltiiviomy aocke, HpoTokomn BupoGHUIKTRa,
YIAKOBKH TA aHANI3IB ByN0 NEPEragHyTO | BCTaHoBNEHo Aianosinnicrs GMP

Hama

.0t 3¢S C

Kranigikosana ocoba

byasnemy

dr. Judit Sakovits
Qualified Person

Egis Pharmacenuticals PLA
Budapest - Hungary
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