3A0 ®apmanesTHuecknit 3asox ITHC
I0pRIHYECKHA afpec:

1106, r. bynanewr, yn. Kepecryps, 30-38, Beurpua
Tenedon: (36)-1-803-5554, Tenedaxce: (36)-1-803-5556

PakTHueckmii anpec:

9900, r. Kepmena, yn. Matam kupait, 63, Bexrpis
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IOPHAHYHA AJIPECE:

1106, m. by nanemr, syn. Kepecrypi, 30-38, Yropummna
Tenedon; (36)-1-803-5554, Tenedaxc: (36)-1-803-5556
dakTuuna afzpeca:

9900, M. Kepmen, eyn. Maraw xipad, 65, Yropmmwna

Ceprudnkar kauectsa / Ceprudikar sxoeti Ne 3098K/2023./C-TV

HaumenoBanue npenapara: /
Ha#iMeHyBaHHA penapary:
Cepns Ne: / Cepis Ne:

Homep anaansa: / Homep ananisy:
Hdata anannsa: / {ara ananisy:

Homep perucTpaunoHHOro
caanerenncersa: / HoMep
PeECTPAHIHHOTO [IOCBI AYEHHA !

Cpok geitcTBuA per. cRRAETEABCTRA: /

Tepmin gii peccT. noceiguenns:
Chuna peificTBHA/AKTHRHOCTD; /
Cnna ali/aktHBHICTE!

IoxazaTenn kagecTra/
Iokaznwxn sxkocti

Onucanne npenapara: / Onnc npenapary;

IMopNHAKOCTL QeiCTBYIOIIET) BENISCTRA !
(BOXKX) / Inenmudikania Riro40i peHoBHHM:
(BEPX)

HoamuuHOCTh NeHCTBYIOMETD BEIECTBE
(TCX) / Inenndixanis airovoi peyosuHu:
(THIX)

IoanuHecTs KOHCEPRAUTOR ~ METHII-
MAPRTHAPOKCHOCHIOATA U NPONINI-
naparsapokcufensoara: (BIKX) /
Inenmudikanis xoHcepranTiB-MeTH-
naparifipoxcubenloaty Ta nponin-
naparinpoxcubensoary: (BEPX)

HopnuuHeCTE HATPHA CAXAPHHAATA:
(uBeTHan peakuna)} / Incutndixanin wampiro
caxapHHaty: (xom,oposa peaknin)

Koenu4ecrpernoe cogepikanne
aetieTsylomersd semecrna (BIXX): /
Kimexicuuil aMict mirogol peyosunm (BEPX):

KosiuuecTnenyoe conepxanme
rkoeacepsantos (BIXKX): / Kinsxicuuit
BMICT kosceppanTis (BEPX):
- MeTHA-naparyapokenbenzoarayy
METHJI-NapariZpokculbensoaty,
- NPOMHI-NAPATHAP OKCHOCH IO Th
nponin-napariapokcufensoary [

UA/0426 1.6

AJiep3iiH, Kaniy opajibtble, pacTeop 5 mr/ma 20 mi 8o pnaxone Ne 1/
AJIEp3HH, KpanJll opanbHi, po3uuy 5 Mr/Ma 20 Mn y duaxoni Ne |

3524A1123 JdaTa nponsBoacTeas / 11.2023.
Hara supobunurea;
KGY/2023/7675 Tonew po: / Ilpuaatuull no: 11.2027.
20.11.2023. Koauyecrso nponykuun B 14500 xopobox
cepum: / KUbKicTh mpoaykuii
B ¢epii:
UA/9862/02/01 Homep nuuensun: / MI, Ne: HU-M-EGIS
Howmep nineusil:

Oeccpounoe /

GescTpoxoBe

1 Ma npenapaTta COREPIKMUT S MI' JIeBOLETHPHIUHA HUTHAPOXI0PHAZ (MTO
COOTBETCTBYET 4,21 MI' eBolleTHPHINKA) / | M mpemapary MICTHTB 5 Mr
JIEBOLETHPH3MHY IHT1OPOXTOPHAY (10 Bianosimae 4,21 MF JeBOLETHPHIUHY)

Pesynstarsy/
PesynrraTu

Coorsercisyer /

Binmosinae

CooTBeTCTBYRT /
Binniosinae

CooTrercTryer /
Bianopiaae

CooTsercrayer/
Bianoriaae

Cootserctayer/
Bignosinae

98,1 %
0,0981 r/20 ma

Hopmny/
Hopmu

BecuseTHan wam noure GecupeTHan C1agKaR KHAKOCTH O3 ocaaxa,
co caabbim 3anaxeM yweychoit Kucorer / Besfapsua afo maibke
0c3bapeha conoaxa pinnna 6e3 ocamy, 3 caadkUM 3amaxoM OUTOBOL
KHCAOTH

Bpesma yaepxnpaunn (fr) ocHoBHEro nmuKa Ma XpoMaTorpamme
HCTIBITYEMOI0  PACTBOPA  JOJDKHO  COBNBAATHL €& BpeMeHeM
YAEPKHBAKHA OCHOBHOFO MHKS HA XPOMATOTPAMME CTAHAADPTHOTO
pacTeopa / Yac yrpumyBanss (IR) OCHOBHOTO MiKY Ha XpoMaTorpai
BHIPOGOBYBAHOIO pO34YHHY Mae 36iraTHcs 23 9acoM YTpyMyBaHHS
OCHOBHOIO TKY Ha XpOMATOrpaMi CTAHAAPTHOTO POIUNHY

OcHoBHOE TATHO H2 XPOMATOIPAMME HOMLITYEMOT0 PACTBOPR MO
pazMepam, HBETY H BeaHunHe Ry mgom&H0  cooTBeTeTBOBATDH
OCHOBHOMY NSTHY N2 XPOMaTorpamme CTAHZAPTHOFG pacroopa /
OcnoBHa mnAMAa Ha XpomatorpaMmi BUNPOGOBYBAHOIC POIYHHY 32
pO3MipaMM, KONBOPOM 1 Bemriuuo0 Rr Mae signosigaTi ocHoBuilt mami
Ha XPOMATOrpaMi CTAHAapTHOTO POIIHHY

Bpema yaepmumanns (fg) nuxos Mernmi-maparugpoxcnfessoata n
UponHA-naparnapokeubensoaTa Ha XpoMaTOrPaMMe HENBITYCMOTO
pPacTsopa NOJBKHG COBNAJATL ¢ HX BPCMCHEM YNePKMBAHHA Ha
XpoMaTorpaMMe CTAHAAPTHONO pacTBopa [ Yac yTpuMyBanns (1r) Tkis
MeTHn-naparigpokcubensoary i -mponin-naparizpoxcufichsoary Ha
XpoMarorpaMi BHIIpOGOBYBZHOIO poszunny Mac abiraTucd 3 Ix sacoMm
YTPHMYBRHHA Ha XPOMAaTOrpaMi CTaHAapPTHOI'O PO3YHHY

Heernan peaxuun gomkna 6u1Th Rosoxurensreii. (B pezyabrare
peaxKuHy IOBEPXHOCTE o ryqeHHo i cMecH O0JTKHA
GM0cPECURPOBATE 3eAcHbIM UBtTOM) / KOTbopoBa pearitis NosMHHa
6ymi nosurueHoro (B pesynprari peakuil nmoeepxus cymimi sxa Hyna
OTpHMaHA NOBHHHA (UTyOPECLIFOBATH 3EJICHUM KOSILOPOM)

95,0 - 105,0 %

0,1600 r 25 % (0,0950 — 0,1050 1)

JALBOUETHPHIHHA AHTHIPOXIOPIIA / SIEBOLETHPHIHHY
murinpoxsiopuny / 20 mir

27,00 mr £ 10 % (24,30 — 29,70 mr) / 20 m (90,0 — 110,0 %)

3,00 mr + 10 % (2,70 - 3,30 mr) / 20 ma (90,0 — 110,0 %)
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A0 PapmanesTiuecksii 3apog INC
KprAameckii anpec:

1106, r. By nanenr, yn. Kepeerypy, 30-38, Benrpus
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556

paxTHueckuli agpec:

9900, r. Kepmeng, yin. Maraw snpait, 65, Benrpus

3AT ®apmauesTuunuit 3apoy ETIC

IOPHIAHYEA aNpeca;

1106, M. Bysanermr, By:. Kepecrypi, 30-38, Yropumna
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556
tbaxTHuHa aapeca;

9900, M. Kepmenn, ryn. Marsm xipal, 65, Vropiusa

Hocroponune npumecs I (BIXKX): /
Cynposizni gosmimku | (BEPX):

AJIED3HH, KATLIH OPaJbHbIe, PACTBOP 5 mr/s 20 Ma Bo tnaxone No 1/
ANepInH, Kparui opansHi, possud 5 Mr/mn 20 M y gaaxoni Ne 1
Cepus Ne: / Cepin Ne: 3524A1123

npi geinycke.
npu URVCKY.

& KoHIEe cpoKa zoduocmil: /
HANPURINUT MepMiny npudéamuocnti:

- 10048 waenTRDHIL. HpUMech: / <{,05 % ne Hoaee 0,20 % / He Honee 0,50 %/

OyAp-AKa IACHTUgHK, JOMiitKa; ue binstoe 0,20 % He Binpime 0,50 %

- iKbas HenacHTHRNE, Apnsecs; / < 0,05 % ne Goaee 0,10 % / ne Gosee 0,10 % /

Oyap-aka He ineHTHOIK, JoMimKA: He Ginbre 0,10 %% He Gimsmre 0,10 %

=~ CYMMA NpuMeceit: / <0,05 % we Gonee 0,50 % / He Honee 2,0 % /

CYMa ROMILIOK: He Bimbire 0,50 % ne 6inbine 2,0 %
(Koausecmeo npumecell esipascero 6 nepecuéme Ho Aesouemupy it
ouzudpoxnopud} / (kinexicms domiutox supaxceno RePEPAXYHKY HG

_ REBOYETNUPUIURY OU2iOpoxropud)

HocTopornne mpumecu 2 (RIAX) - 3,1 % e Gosee 1,0% / ne Ginbme 1,0 %

CONEpAIHIE INANTHOMeP2 D- neTHpH3ANHA: /

Cynposiani fomimxu 2 (BEPX) — smicT

eHanTiomepy D- uetupisuny:

O6vem nancanennn: / 06 em nanosnexus: 21 Mn He Mexee 20 s/ ne menme 20

MexannuecKHe BrTOYeHnR: / Cootsercreyer/ PacTsop gomkes GLITh NMpo3paynbtM, 6€3 oc&AKA UM MEX 3 HHUECKHY

Mexauuni sxmouesns; Bisnosigae rrsmovennit / Posunn nosimsen 6yru nposopum, Ges ocamy abo mexauiqHux
BXINOYEHE

I{eet xaneas: / Konip xpanens Y7 IiseT Kanenk JoaxeH ObITh He HATCHCHBHCE 3TAIONOB UBLTHOCTY / Kanip
Kpanens He NOBHHCH OYTH IHTEHCHBHILIE €TANOHIR KOALOPOROCT]
NpH EuIRYCKE: & KOHHE cpoxa 2odtocmu: /
npU BUNYCKY: HAnpUKinyl mepMity npuoamnocmi:
By, Yorau GY; o Esp. Dapm. / Be, Ysratn GYg 110 Esp. ®apw. / By,
B7, Y7260 GY;3a Cop, Gapm. Y 200 GYg3a €pp, Papm

3uauenne pH: / Inavequn pH: 5,0 45-55

[LioTHecTL: / MycTHna: 1,079 r/cwm? 1,083 r/em®+ 3 % (1,051 ~ 1,115 r/em®)

CropoeTh npuKanbIBABMAS / | kan/e/ e Gosce 2 xanean B cexymny / ne Ginboie 2 kpanents B CEXYHTY

ITsHRKICTL TIpYKpanyBaHHS: Kpan/c

Macca 1036 H 0AHODOAHOCTE MACCHE 1036Y

(20 xanesan = 1 no3a): / Maca ao3u ™

OAHOPIAHICT: MACK [03H

(20 xpanear = 1 po3a)

— CPERHAR MACCA H03bI: / 1,014 r 108 r+ 10 % (0,972 — 1,188 1)

CCPCHAHA Maca N03A;

— OAHOPOAHOCTE Macchl Aotbr:/ ofHOpiAHICTs  COOTBETCTEYET/  OTICTOMEHHE OT Cpennel Macent A03k1; He Gostee & 10 % /

MACH J03M; Binnosinae BIXMACHHA Bl CEPENHBOT MacH J034: He Bimsnie & 10 %

~macca 10 aoas/ maca 10 no3; 10,14 r 10,8 v+ 15% (9,18 - 12,42 1)

Kourpoans 3axprimuy duiakonon: / COOTBETCTBYET/  He AO/DKHO HAGIHNATLLR BHITEXAHUS npenaparTs #31 HAKKOROR, HIH

Koutposns sakpurs $rakonis; Bianosinae NeTEPH B Macee / HE TIOBHHHO CTIOCTEPIFATHCA BHTIKAHHA npenapary 3
$nakoHiB abo sTPATH B Maci

MuxkpoGuonorugeckan YHCTOTR:

(ucnsimanue nposodam ne ona Kaxcdod

cepuu**) / MixpoGionorivya ancrora:

(sunpobysanns npoeadame e Ona koxcHol

cepirt*) e

- obmiee wHeno 2IPOOHKIX MEKDPOOpra BudfopiHA  * e Gonee 10* 8 1 mn npenspata / ne Gimbiue 107 5 1 M npenapary

/

3AranEha KibKicTs acpobuux mixpoffpritnjspie’

~ obmee uscno rpubos: / O
3arenbHa KifeKicTs rpubis:
- Escherichia coli:

Pr3mep v Tun ynaxoswn: /
PO3Mip | THIT YHAKOBKH:

He Gonee 10 B 1 s npenapara / we Ginsie 10 B 1 Mn npenapary

OTCYTCTBHE B 1 MJ1 npenapata / sincyTaicts B | ma npenapary

o 20 M Bo dwiaxoHe ¢ xanejasHENLE; RO 1 ¢aakony ¢ xameasHHLEN B
KapTennoit kopobre; ¢ MAPKHpPOBKOI Ha YKpanHcKom S3bIKe. /110 20 M
Y ipnakodi 3 kpanensmuneio, no 1 uakowy B KapiowHifl xopobui 3
MapKYBaHHAM YKPaICHKOI0 MOBOK),

**: wacmoma ucnsimanuii: nepean cepREEH Ouryg2ONinedin 10 cepun /
Yacmoma eunpobysanyA; nepua cepin poRpREmTivn Kvoicka 10 cepis

Hacroammpsm g yaocrosepais, WTo OpMBeACHMAR Dbhimie HHPOpMAUHA ABIKETCH AOCTOBEPHOH M ToO4NOi,
ynalcnn!q'fmapmtpnaﬂy) H OpOBeAeH KORTHROOD €2 Ka4eCTRA HA BLUUEYIOMAHYTOM YHACTICE B MOJHOM COOTRE
MECTHRIM DETYANTOPHOLIM ODIEMDAL, 3 TaKKe COIUMCHO cneunbHKaLumn,

12 npogyxuun Gena npomiseaeHn {(Brmuan
Te¢TBUN £ Tpeborawnamn GMP, yeranonnenusivn
cojepwamelics B permcYpazionHom aocke, IIpoToKonst NpoAIBOSCTEA, YNEKOAKH H

AHATHIGB BLLTH NEPLCMOTPEHES H YCTRHORACHO COOTRETCTBHE GMP / 1AM 5 320BITHYI0, IO HABEAENA BUIHE indopraitia ¢ AocTopiphoro 1 Townoo. Lo TPONYRIHO Gyio

BHIOTORNEHO {RKNFOYZIOUH YNAKOBKY/MAPKYBAHHA) | NPOBEALHO XORTPOAE Wi SKOCTE Ha BN
MICUCEHM PErYRATOPHMM OPranoM, a TAKO BiATOBIAHO A0 cnerndIkaLl, o micTuTseA B

MEPEFAAHYTO 1 BCTRHORNEHE BimoniauicTs GMP

laTa
Kepmeng

27 1. 108

UA/0426 1.6
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1e3rafaniil Rinweil B nosRif Bignosi AHOCT 3 BHMOTAMKE GMP, BecranosneHMy
peecTpauiitsomy pocke. Tlpotoxonu aupoBumiTsa, yNakoBxH Ta anamiate Gyno
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