COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.12.2025 N2 32418

OBILIAS XAPAKTEPUCTUKA JTEKARGTBEHHORO. IPELAPATA 0022

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Marne B6, 48mr + 5 Mr, TabneTkH, MOKPHIThIE 000TO0UKOM.

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBII COCTAB

B oonoii mabnemxe cooepacumes:

Oelicmeyowue 6eujecmea: MarHui (B BuIe Jakrara aurugaparta) - 470 mr (PKBHBAJICHTHO
conepskannto Maraus (Mg?") 48 Mr) u nupuIOKCHH (B BU/E THAPOXIOPHUIA) - 5 M.
BcmoMoratenbHble BENIECTBA, HAIMYWE KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: caxaposa - 115,6 mr (cMm. paznen 4.4).

[TonHbIM IepeyeHb BCIIOMOTaTeIbHBIX BEIECTB MPUBENIECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0neTku, HOKPBIThIE 00OTOYKOM.
OBaJibHBIE ABOSIKOBBITTYKJIbIC TA0JIETKH, TOKPHITHIE 000JI0YKON 0100 1BETA, C TIaAKOMN OMecTsen

TIOBEPXHOCTBIO.

4. KIMHUYECKUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

[Ipenapar Marne B6, mokazaH kK MPUMEHEHUIO Y B3POCIBIX U JIETEH C YCTAHOBJICHHBIM JIE(UIIUTOM
Mar”us, HU30JIMPOBAHHBIM NN CBsI3aHHBIM C APpyrumMu ,Z[G(bI/II_II/ITHBIMI/I COCTOSAHHUAMU,
COIIPOBOKAAOIITUMCS TaKMMH CUMIITOMaMU, KakK: IIOBBIIIICHHAA PasaApaKUTCIbHOCTD,
HE3HAaYNTeNIbHbIC HAPYIICHUS CHA; KeJTyJ0YHO-KUIIeUHbIe CIIa3Mbl WIIM y4allleHHOE cepleOneHute;
MOBBILICHHAS] YTOMJISIEMOCTb, OOJIM U CIIa3MbI MBIIIII, OIIYIIEHNE TOKAJIbIBAaHUS.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

B3pocnbim pekoMeHtyeTcsi mpuHUMaTh 6-8 Ta0seTok B CyTKU. CyTOUHYIO 103y CIEIYET pas3/ieuTh
Ha 2-3 npuema, IPUHUMATh BO BPEMS €1IbI.
JleueHue ciieryeT MpeKpaTuTh Cpasy ke Mocie HopMaau3alud KOHUEHTPAUU MarHus B KPOBH.

Oco0ble rpyInel NALKMEHTOB

Jemu
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Hetsim crapiue 6 et (Maccoii Tena 6omee 20 k) 4-6 TaQIRTORBCYIRE A TE [TEHOCTE 0022)

COOTBETCTBYET QRCHEFTHOMY QTYETY

CyTouHyto 103y cieayeT pa3ieiuTh Ha 2-3 npuema, IpUuHUMaTh BO BPEMS €Ibl.
Jleyenue cieyeT NPEeKpaTUTh Cpasy XkKe M0CIe HOPMAIU3ALlUU KOHIEHTPALU Mariys B KPOBHU.

Croco0 ImpuMeHeHus

[Ipenapar Marune B6 npeanasHaueH Jyisi mpueMa BHYTPb BO BpEMsI €/1bl.
TabneTKy cieayeT mporiaaThiBaTh IEIUKOM, HE pa3)KEBbIBAs, 3aMBasi CTAKAHOM BOJIBI.
4.3. llpoTuBONOKA3aHUS
e [unepuyBCTBUTEIBLHOCTh K JEHCTBYIOIIMM BEIIECTBAM, MEPEUUCICHHBIX B paszaene 2.2 u
JT00BIM APYTUM KOMITOHEHTaM IperapaTa, epeurciIeHHbIX B pa3aene 6.1;
e [loueynas HEOCTATOYHOCTH TSKEIION CTENEHU (KIupeHC KpeaTuHuHA MeHee 30 MJI/MUH);
e Jlerckuii Bo3pact 10 6 et (s aeTeit Miadmniero Bo3pacta (crapimre 1 roma) peKoMeHyeTcst
npemnapar B popMme pacTBOpa JJisi IpreMa BHYTPb);
e HenepeHocuMocTh (PYKTO3bI, CHHAPOM TIIFOKO30-TaJIAKTO3HOW MababcopOmuu, aeuiuT
caxapa3bl-U30MajbTa3bl;
OHOBpEMEHHBIN MpUeM JIEBOAOIIBI (M. pasnaen 4.5).
4.4. Oco0Oble yKa3aHUs U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHUN
[Ipenapat B hopme TabneTok NMpeaHa3HaueH TONBKO JJIs B3POCIBIX U JAeTei ctapiie 6 jet. Jlns nereit
MITa[Iero Bo3pacrta (crapmie 1 roma) pekoMeHAyeTcs mpemapar B ¢GopMe pacTBopa i MpHemMa
BHYTPb.
[Tpy moyedHOl HEAOCTATOYHOCTH CpeIHEH CTENeHW TSHKECTU CielyeT MPUHUMATh MperapaT C
OCTOPOKHOCTBIO U3-32 PUCKA PA3BUTHUS THIIEPMATHUEMHUH.
Nudopmanust ams manydeHTOB C caXxapHbIM IHA0ETOM: KaXklas Ta0JieTKa, MOKPBITas 00OJOYKOMH,
coaepxkutT 115,6 M caxapo3bl B Ka4e€CTBE BCIIOMOTaTEJIbHOTO BEILIECTBA.
B cnyuae Tsxkenoit crenenu neduuuTa MarHus WM CHHAPOMa MallbabCcopOLMH, JIeUeHne HaYMHAIOT
C BHYTPUBEHHOT'O BBEJICHUS MPETAPaTOB MarHusl.
B ciyuae comyTcTByromero aeuiuTa Kaublus, PEKOMEHAYETCS YCTPaHUTh AeDUIUT MarHus 0
Hayaja npuemMa MpenapaToB KaablUs WIKM MUIIEBbIX 100aBOK, COAEPKAIIMX KaJbIUH.
[Tpu yactom ymnoTpeOiieHUH CIAOUTENBHBIX CPEACTB, AJKOTOJS, HAIMPSKEHHBIX (U3HMUECKUX H
MICUXUYECKUX HArpy3Kax MOTPEOHOCTh B MAarHUM BO3PACTAET, YTO MOXKET MPUBECTH K PA3BUTHUIO
neduIuTa MarHusi B OpraHu3me.
[Ipu mpuMeHeHnHn TUPUIOKCHHA B BRICOKHX J03aX (0onee 200 Mr B CyTKH) B T€UCHHE JJIUTEIHHOTO

BpEMEHH (B TEUEHUE HECKOJIBKUX MECSIIEB WM JIET) MOXKET Pa3BUTHCS CEHCOpHAs aKCOHAJIbHas
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HeliponiaTuss  (OCHOBHOW —CHUMIITOM — XPOHMHECKOW (MEPEORHPOBRY, T AUPUAPRCHAR) ) (IROTOpast

COOTBETCTBYET QRCHEFTHOMY QTYETY

CONPOBOXKAAETCA TAaKUMU CHMITOMaMH, KaK OHEMEHHE, HapyLIeHHs [POIPHOLENTUBHON
YYBCTBUTEJIBHOCTH, TPEMOP IUCTAIBHBIX OTIEIOB KOHEYHOCTEM M IOCTENEHHO pa3BUBAIOLIASICS
CEHCOpHAas aTakcHs (HapylIeHUs KOOPAMHAILMM JBMXKEHUMN). DTH HapylIeHUs OOBIYHO SBISIOTCS
00paTUMBIMU U MIPOXOAST IOCIE MPEKPAILEHUs IpHeMa MUPUA0KCHHA.

4.5. Bs3amMmopeiicTBMe ¢ JPYrHMH JICKAPCTBEHHBIMHM IpenapaTtaMH W Jpyrue BH/bI
B3aMMO/EHCTBUA

C neBoponou

[Ipu ogHOBpEeMEHHOM NMpUMEHEHHH Tipenapara Marne B6 u yieBomomnsl B 03¢ 5 Mr wim OoJibIe
ymenbaTes 3¢dextsl neBononsl. [103TOMy y manueHTOB, IPUHUMAIOIIUX JIEBOJIONY, MpenapaT
Marne B6 cnemyer Ha3HauaThb OJHOBPEMEHHO C HMHrUOMTOpamMHM nepupepuyeckoi Jormna-
JeKapOOKCUIIa3HI.

C npenaparamMu, coaepKaluMU (bOCd)aTI)I, COJIM KaJIbIIMA MW MOHBI KEJIE3a

OpnHOBpeMEHHOE TPHUMEHEHHE TpenaparoB, cojepxamux Qocdarbl, COMM KaJbIUs HIU HOHBI
kKelesza, He peKOMEHYeTCsl, TaK Kak TaKue MpemapaThl CHIYKAIOT BCACKIBAHUE MAarHUs B KUIIICYHUKE.

C rerpauukiInHaMy (JULs mpreMa BHYTDB)

[Ipenapatr Marne B6 cienyeT Ha3HauyaTh, IO KpailHE Mepe, He paHee ueM yepes 3 yaca mocJie npuema
TETPALMKINHA BHYTpPb (TaK KaK MperapaTbl MarHusl yMEHbBIIAIOT BCACHIBAHUE TETPAIIMKINHOB).

C XHMHOJI0OHAMHU

XWHOJIOHBI CIEAYET Ha3Ha4aTh, O KpalHeW mepe, 3a 2 yaca 10 Win 4epe3 6 4acoB mocie npuemMa
npenapara Marue B6 jy1st Toro, 4To0bI n30€KaTh HApYIIEHUS BCACHIBAHHS XUHOJIOHOB.

4.6. bepeMeHHOCTD M JJaKTAlUSA

bepemeHHOCTD

Knunuueckuil onbIT IpUMEHEHUs TTpenapara y JOCTaTOYHOT0 KOJIMYeCTBa OEPEMEHHbBIX JKEHIINH He
BBISIBUJT KAKOTO-TM00 HEOIAronpusaTHOTO BIUSHUS HA BOSHUKHOBEHHE TOPOKOB Pa3BUTHUSA TUIOA WIH
(EeTOTOKCHYIECKOTO IEHCTBUSI.

[Ipenapar Marue B6 MoxeT mpUMEHSATHCS B IEPUOJT OEPEMEHHOCTH TOJIBKO MPH HEOOXOTUMOCTH U
10 PEKOMEH/IALINK Bpaya.

Jlakranus

Maruwmii npoHukaer B rpyaHoe Moyioko. Cremyer m3berarh NMpUMEHEHHS Tpernapara B MEpPHOT
JAKTALMU U KOPMJICHUS TPYIBIO.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMH CpPeACTBAMM U padoTaTth €
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.12.2025 N2 32418
MeXaHU3MaMH (NCCNEOOBATENEHOCTE 0022)

L

[Ipenapar Marne B6 He oxa3piBaeT BIMSHHE HAa CHOCOOHOCTH YIPABISATH TPAHCIOPTHBIMHU
CpeAcTBaMU M paboTaTh C MEXaHU3MaMH.
4.8. HexkennaTeibHbIE peakuuu

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINT

[lo nannbiM BceemupHoili opranmszauuu 3apaBooxpaHeHus (BO3) HexenarenbHble peakuu
KJIacCU(UITUPOBAHBI B COOTBETCTBUHU C X YAaCTOTOM Pa3BUTHS CIEAYIOIIUM 00pazoM:

- oueHsb vacto (> 1/10),

- gacro (>1/100, <1/10),

- Heuacro (>1/1000, <1/100),

- pexnko (=1/10000, <1/1000),

- oueHb peako (<1/10000),

- 4acTOTa HEM3BECTHA (YaCTOTy BO3HHMKHOBEHMsI HEXENATENbHBIX PEaKLUi Hellb3sl ONpeAeuTh Ha

OCHOBAaHHH UMCIOIIIUXCS ,Z[aHHbIX)I

CucTeMHO-OpraHHbIi KJIacce YacroTa HesxkenarenbHble peakumu
Hapywenus co  cmoponwi YacroTa HEeU3BeCTHA Peakuuun TTOBBILIEHHOMN
UMMYHHOU cucmembl YYBCTBUTEIBHOCTH
Kenyoouno-kuweynuvle UYacToTra HEenU3BecTHA Jluapesi, 60JIb B )KUBOTE
HapyuieHus
Hapywenus co  cmoponwi YacroTa Hen3BeCTHA Kosxxnsbie peakunmn
KOJCU U NOOKONCHBIX MKAHell

eTH

YacToTa, BUJ U TSDKECTh HEXKENATEIbHBIX PEAKINH y AeTEH 1 B3POCIBIX OJJMHAKOBEI, 0’KUIAETCSI, YTO
OyIIyT OJTMHAKOBBI.

Coo01eHus 0 Mog03peBaeMbIX HeKeJIATeIbHbBIX PeaKIUAX

BaxHo coo0m1aTh 0 0103peBaeMbIX HEXKEIATeIbHBIX PEAKIUSIX MTOCIIE PErHCTPAIH JICKApCTBEHHOTO
npernapara ¢ IeNbl0 00ECIeYeHUs HEMPEePHIBHOTO MOHUTOPHHTA COOTHOIICHHS «ITOJIb3a—PUCK)
JIEKapCTBEHHOTO TMpernapata. MeIuIMHCKUM pa0OTHUKAaM PEKOMEHIYETCs COOOIIaTh O JIHOOBIX
MOJIO3PEBACMBIX HEXKENATEIbHBIX PEaKIMsIX JIEKapCTBEHHOIO Tperapara uepe3 HallOHAIIbHBIC
CUCTEMBl COOOIICHHS O HEXKENATeIbHBIX PEAKIUIX TOCYJapCcTB — WIEHOB EBpasuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickag ®enepanus




COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.12.2025 N2 32418
®enepanbHas ciyx0a 110 Haa3opy B chepe 3agaBooxpaeHist [1E [OBATENEHOCTE 0022)

109012, r. Mocksa, CnaBsinckast mi., 4, ctp.1

Ten.: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru
WNurtepuer-caitT: https://roszdravnadzor.gov.ru

PecniyOonuka ApMmeHust

«Hay4HBII HEHTp dKCIEPTU3bI JIEKAPCTB U MEAULIMHCKUAX TEXHOJIOTUN UM. aKaJeMUKa
D. I'abpuensna»y AO3T

0051, Epesan, ip. Komuraca 49/4

Ten.: +374 10 200505, +374 96 220505

@axc: +374 10 23 21 18

DnekTpoHHas rmoyra: vigilance@pharm.am

WNutepuer-caitT: http://pharm.am

Pecny6auka Benapycs

VII «LIeHTp 3KCIIEepTU3 U UCIIBITAHUH B 3{PaBOOXPAaHEHUN»
220037, r. Musnck, ToBapuilieckuii nep., 2a

Ten.: +375 17 242 00 29

@axc: +375 17 252 53 58

DnekTpoHHas mouta: repl@rceth.by

WNurtepuer-caitT: http://www.rceth.by

PecnyOanka Kazaxcran

PITI na [IXB «HaunonanbHbiii LleHTp 3KcCIepTHU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKHX
w3nenuity  Kommrera MemuIMHCKOTO ©  (apMaleBTHUECKOTO KOHTpoNis  MUHHCTEpPCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. A. imaHnoBa, 1.13

Ten.: +7 7172 235 135

OnextponHas noyra: pdlc@dari.kz

WNnurtepuer-caitt: http://www.ndda.kz

Keipreisckas PecriyOnnka

JlenapramMeHT JIEKapCTBEHHBIX CPEICTB M MEAULUHCKUX u3aenud npu  MuHuCTEepcTBe
3npaBooxpaneHust KbIprei3ckoil pecmyOinku

720044, r. buiikek, yn. 3-nunus, A. 25



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.12.2025 N2 32418

Tem.: 0800 800 26 26 ; +996 312 21 92 78 (NOCNEOOBATENEHOCTE 0022)

Q0
®axc: +996 312 21 05 08

OnextponHas noyra: dlsmi@pharm.kg

WNurtepuer-caitt: http://pharm.kg

4.9. [lepeno3upoBka

CuMOTOMBI

[Ipu HOpManbHOW (YHKIMM TOYEK MEepelo3UPOBKAa MarHUs MPH €ro MpueMe BHYTPb OOBIYHO HE
IIPUBOJUT K BOZHUKHOBEHHUIO TOKCUYECKUX peakuuil. OHAKO B CiIy4ae MOYeYHOU HEJOCTATOYHOCTH
BO3MO>KHO Pa3BUTHE OTPABICHUS MarHUEM.

CuMnToOMBI IEPENO3UPOBKH, BBIPAKEHHOCTh KOTOPBIX 3aBUCUT OT KOHLEHTPALlUM MarHus B KPOBHU:
CHI)KEHHE apTepUaIbHOIO JIaBJIEHUS; TOIHOTA, PBOTA; YTHETEHNUE LIEHTPAJIbHON HEPBHOM CUCTEMBI,
CHIKEHHE pe(IIeKCOB; N3MEHEHMSI Ha 2JIEKTPOKapAorpaMMe; yTHETCHHE JIbIXaHHsl, KOMa, OCTAaHOBKA
cepaua ¥ Mapajny JbIXaHUs; aHyPUYECKUN CUHIPOM.

Jleuenue

Perunparanus, hopcupoBannslii quypes. [Ipu noyeuHoi HETOCTaTOYHOCTH HEOOXOAUM T'eMOIUANIN3

NI HepI/ITOHeaJ'IBHHﬁ JHUAaJIN3.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOICTBA
dapMakoTepaneBTUYECKas TpyIa: MarHus npemnapar.
Koxg ATX: A11JB.

5.1.1. MexauusM IeHCTBUS

Marunuii siBisieTcsl ’)KU3HEHHO BaXKHBIM 3JIEMEHTOM, KOTOPBIM HAXOJUTCSl BO BCEX TKAHSIX OpraHU3Ma
U HEOOXOAUM JIIsl HOPMAJIbHOTO (PYHKIIMOHUPOBAHHUS KIJIETOK, Y4aCTBYeT B OOJIBIIMHCTBE PEaKIIUii
oOMeHa BeliecTB. B yacTHOCTH, OH y4yacTByeT B peryJjsiiuu MepeAadyd HEPBHBIX MMITYJIbCOB U B
coKpamieHuu Mbii. OpraHu3Mm ModyyaeT MarHui BmecTe ¢ nuiied. Hemocratok marHus B
OpraHu3Me MOKET HaONI0JaThCs TMPU HAPYUICHHH pEXHMa MUTaHUs (AUeTa), MPU yBEIUYCHHUH
NOTPEOHOCTH B MAarHUM WJIU MpU AucOanaHce MOCTYIUIEHUS, METa0oIu3Ma U BBIBEJICHUS MarHus
(Hampumep, TpU TIOBBINIEHHOW (U3WYEeCKOW W YMCTBEHHOW Harpyske, CTpecce, B TIEPHO
OepeMeHHOCTH, MPU MPUMEHEHUH AUYPEeTUKoB). [lupuaokcun (BUTaMHuH Bg) yuacTByeT BO MHOTHX
MeTabOIMUECKUX MPOIIeCcCax, B PETYISIIMA MeTa0oI1M3Ma HEpBHOU crcTeMbl. Butamun Bg ymydinaer

BCAaCbIBAHHUE MAarHu 13 KEJIYyJOYHO-KUIICYHOI'O TpaKTa U €ro IPOHUKHOBCHHUE B KIICTKH.
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ConeprxaHue MarHus B CbIBOPOTKE: (NCCNEOOBATENEHOCTE 0022)
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COOTBETCTBYET QRCHEFTHOMY QTYETY

e ot 12 1o 17 mr/n (0,5 — 0,7 MMOTIB/1T) - yMEpeHHasi HEIOCTaTOYHOCTh MAarHUs;
o Hmwke 12 mr/a (0,5 MMOITB/T) - TSHKETBINA JeUITUT MarHusl.
5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

5.2.1.1. BcaceiBanue

BcacpiBanue Maruus B ’KeIyJOYHO-KHIIEYHOM TpakTe cocTaBisieT He Oonee 50% oT mpuHUMaeMoit
BHYTPb JO3BI.

5.2.1.2. Pacopenenenue

99% marHusi B OpraHu3Me HaxOAMTCS BHYTPH KiIeToK. [IpumepHo 2/3 BHYTPUKIETOYHOTO MarHHs
pacnpenensercs B KOCTHOW TKaHHU, 1/3 HaXOAWUTCS B TTAJAKOW U MOMEPEUYHO-TIOIOCATON MBIIICYHON
TKAaHH.

5.2.1.3. BriBenenue

Maruuii BBIBOJUTCS IPEUMYIIIECTBEHHO C MOYOH (110 MEHbIIIeH Mepe, 1/3 OT MpUHSATOM 10361 MarHus).
5.3. lanHbIe TOKJIUHUYECKOH 0€30MACHOCTH

B 1OKIMHMYECKMX JaHHBIX, I[IOJYYEHHBIX [0 pe3yjbTaTaM CTaHJIAPTHBIX HCCIEIOBAaHUN
dapmakongoruyeckoi 6€30MacHOCTH, TOKCUYHOCTH IPU MHOTOKPATHOM BBEI€HUHU, T€eHOTOKCUYHOCTH,
KaHIEPOTeHHOT0 MOTEHIMAa U PEIPOTYKTUBHON U OHTOTEHETUYECKOH TOKCHYHOCTH, OCOOBIN Bpex

JJIA 4€JI0BCKA HEC BBIABIICH.

6. PAPMALIEBTHYECKUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

S npo tabieTku

Caxapo3a

Kaonun Tsxensiit

Akanuu Kameb
Kapbokcunomumerunen 934
Tanbk (MarHust THAPOCUIIMKAT)
Maruus creapat

0O0o0s109Ka Ta0JIETKH

Axanum xameab
Caxapo3a

Twutana quokcug
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Tanbk (Mareus ruApOCUIIMKAT) (NCCNEOOBATENEHOCTE 0022)

Bock kapHayOckuii (opomok)

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

2 ropa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Nipu TemnepaTtype He Boiie 25°C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 10 mnu 20 Tabnerok B Oimcrep u3 [I1BX /donbru amomunuenoi. [1o 5 6xucrepos mo 10 TabierTox,
no 3, 5 unun 9 GiucrepoB no 20 TabIETOK BMECTE € JTMCTKOM-BKJIAIBIIIEM IOMEIIAIOT B KAPTOHHYIO
HauKy.

He Bce pa3mepsl yIIakoBOK MOTYT OBITh IOCTYIIHBI JUI PeaTU3alHH.

6.6 OcoOble MepbI NPEAOCTOPOKHOCTH NPH YHHYTOKEHHH HCII0Jb30BAHHOIO JIEKAPCTBEHHOIO
npenapara UM 0TX0J10B, OJTy4YeHHBIX N0C/Ie IPUMEHEHHs Npenapara u Apyrue MaHuIyJIsiluu
¢ IpenapaTrom

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS
Benrpus

Omnemna Xenckea Kommepmmman JIta./ Opella Healthcare Commercial Ltd.
1138 Budapest, Vaci ut 133. E. ep. 3. em.

7.1. IlpeacTaBUTENb AEPsKATES] PETHCTPALMOHHOIO YI0CTOBEPEeHHA
[Iperen3uu notpedbuTeneil HaNPaBIATH 1O aJIPeCy:

Poccuiickag ®enepanus

000 «Omemra Xenckea
Anpec: Poccus, 125375, r. Mocksa, yi. TBepckas, 22.
Temn.: +7 (495) 721-14-00.

PecniyOsmka Bemapych

[IpencraButensctBo AO “Humxeroponackuii xumuko-dapmareBrudeckuii 3aBoa’ (PD) B PecyOmmke

benapycs



COOTBETCTBYET SKCNEPTHOMY OTYETY
or 26.12.2025 N2 32418
Anpec: Peciy6nuka benapyce, 220113, Munck, yi. SxyGa Komnaca, (7 3/3-4 prak; movemgaue 6

Ten./dakc: + 375 (17) 358 06 61
E-mail: PVEurasia@stada.kz
Pecny6snka Kazaxcran

TOO "STADA Kazakhstan"

050011, Pecny6nmka Kazaxcras,
r. Anmarsl, nip. Cyiin6ait, 1. 258B
tein.: (727) 2222-100

e—mail: PVEurasia@stada.kz
Pecniybnuka ApmeHust

000 “IITAHIA Apmenus”

Anpec: 0009, Pecty6nika Apmenus, yiu. Tepssina 105/1, BLI Llutanens, 7 atax, odhuc Ne707
E-mail: PVEurasia@stada.kz

Ten.: +374 10 514 885

KeIprei3ckas peciyOinka

000 “IUTAHIA Ksipreizcran”,

720005, Keipresckas Pecniybnuka, r. bumnikek, yi. UrembGepauena la,
BII “Apopa”, opuc Ne604

ten:+996 (770) 330031

e-mail: PVEurasia@stada.kz

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
9. JTATA TIEPBUYHOM PEIMCTPAIIMA (IIOATBEPXIEHUSA PETUCTPAIINU,
INEPEPETUCTPAIIN)

JlaTa nepBUYHON pEruCTpaLMHU:

10. JATA IEPECMOTPA TEKCTA
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