COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 29.09.2023 N2 19179
(NOCNEOOBATENEHOCTE 0008)

OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

®deppo-Donasramma Heo, 36,77 mr+0,8 mr, TabmeTku ¢ MOAM(PHUIIMPOBAHHBIM BBICBOOOKICHHUEM,

MOKPBITHIE 000T0YKOM.

2. KAUECTBEHHBIN U1 KOJIMYECTBEHHBIN COCTAB

JlelicTByIo1IMe BEIIECTBA: Kele3a cynbdar + (oaueBas KUCIoTa.

Kaxxnas Tabnetka ¢ MoaupUIIMPOBAHHBIM BBICBOOOKIEHUEM, ITOKPHBITast 000J09K0M, comepxut 114
MT JKene3a cyib(ara BoicymieHHOro (dkBuBajieHTHO 100 mr sxemesza (II) cynbdara Ge3BomHOTrO,
conepxariero 36,77 mr xkenesza) u 0,879 mr ¢ponareBoit KUCIOTH (B epecuere Ha (POIMEBYIO KUCIOTY
6e3BoHyI0 — 0,8 MT).

BcnomoraTenbHble BelIECTBA, HAIMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
mpenapara: JJakTo3bl MOHOTHIpaT — 2,834 mr, caxaposa — 2,330 mr (cM. pasnen 4.4).

[TonHbIi epeyeHb BCIIOMOTAaTENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Tabnerku ¢ MOITUPUITIPOBAHHBIM BHICBOOOXKIEHUEM, IMTOKPHITHIE 000TOUKOM.

Kpyribie 1BOSKOBBITYKIIbIE TAOIETKH, MOKPHITHIE 000JI0UKOI KpaCHOBATO-KOPUYHEBOTO 1IBETA.

4. KIMHUYECKUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO
e [IIpodpunaktuka coderaHHoro paeduuuTa xKemeza Hu  (HOJMEBOW KUCIOTHI B TEPHOA
OEepeMEHHOCTH y B3POCIHBIX (MIPUMEHEHHUE Ipernapara He PEKOMEHJIOBAHO ISl TEPBUYHOM
npoMIaKTUKU Je(PEeKTOB HEPBHOU TPYOKHM (HEMOJHOE 3aKphITHE MO3BOHOYHOIO KaHAla) y
IMOpHOHA).

e JledumuT xene3a u GoMEeBON KUCIOTHI Y B3POCIBIX.
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4.2. Pe:xxum 103MpoBaHMsi H cIOcod NMpuMeHgHnst  ([OCTENOBATENEHOCTE 0008)

PexxuM 103upoBaHus

Ipogunaxmuxa couemannozo deuyuma dxceneza u hoauesol KUciomul 8 nepuood bepemeHHocmu y
83POCIbIX

[To 1 Tabnerke 1 pa3 B CyTKH.

Hedhuyum sceneza u gponuesoii Kuciomsol y 63p0OCivix

ITo 1 Tabnetke 1 pa3 B CyTKH.

JlmuTenbHOCTh JieUeHUs CielyeT OIpeneisTh UHAuBHAyanbHO. IlpueM mpemapata cienyer
MPOJOJKATh MOCJE TOro, KaK HOPMaJU3yeTcsl CoAepKaHue reMorioOrHa, 0 TeX Mop, MoKa JEero
JkKene3a He OyJIeT BOCIIOJIHEHO (IPUMEPHO 3 MecsIIa).

CTU
be3onacHocTh 1 3 PeKTUBHOCTh MPUMEHEHUS TIpenapara y AeTeil B Bo3pacte B Bo3pacte A0 18 jer

HE YCTaHOBJICHBI. ,HOCT&TO‘IHOG KOJIMYCCTBO JAaHHBIX OTCYTCTBYCT.

Cnooco0 nnpuMeHeHus

TabneTku HeNb3s paccachlBaTh, Pa3KEBBIBATH WU JIEPKATh BO PTY. TableTku cieayeT mporiaThiBaTh
[IEJTMKOM, 3aIuBas JOCTATOYHBIM KOJIMYECTBOM BOJBI. TaOJNETKH clieyeT MPUHUMATh Mepes] ea0i
WJIM BO BpeMsl pUEMa MUY B 3aBUCUMOCTH OT MEPEHOCUMOCTH CO CTOPOHBI KEITYI0YHO-KUILIEYHOTO

TpaKTa.

4.3. llpoTuBONOKA3aHUS

e ['umepuyBCTBUTEIBHOCTh K ACHCTBYIOIIMM BELIECTBAM WM K JIIOOOMY M3 BCIIOMOTaTeIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3eine 6.1.

e AHewmus, HE CBSI3aHHAS C AS(DUIIUTOM >Kene3a.

e MeranobnacTHas aHEMUSI HEU3BECTHOTO TIPOUCXOXKICHHS.

e [lepHunuosHas aHeMus WIK Apyras aHeMHUs, HE BbI3BaHHAS NEPHUIMTOM KeJe3a Wi (OIHeBOH
KHCJIOTHI.

e [lpumMeHeHue mpemnapaToB >Kejie3a MPOTUBOMOKA3aHO Yy IALMEHTOB, KOTOPBIM IPOBOJAATCS
MOBTOPHBIE TIEPEIIMBAHUS KPOBH.

e [lpemaparel kene3a TNPOTUBONOKA3aHBl MPH  OJHOBPEMEHHOM TPHUMEHEHUH JIPYTHX
KENe30CoAePIKaIINX JICKApPCTBEHHBIX MPENnapaToB WM BEIIECTB (BKJIOYAs MapeHTEpabHOE
BBEJICHHC).

e OpHOBpEMEHHOE MPUMEHEHHE TUMepKanposa (cM. pasaen 4.5).
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e Hakomenne xenes3a B opranusMe (reMoxpoMaTos, XpoBudeEKumid FoMOmns). H O C Th O008)

e Hapymennslit MeTabonm3Mm xene3a (CuaepoOIacTHast aHEMHsI, aHEMUsI, BBI3BAHHAS OTPaBIICHHEM
CBUHIIOM, Tajaccemusi, mopupusi Ko>kHast MEIJICHHAs ).
e Tsokenple 3a00JIeBaHUS IEYCHU U TTOYCK.

e OkcanaTHbIM ypOJUTHAS.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBIO

[Ipenmapat crnemyer NPUMEHSATH C OCTOPOKHOCTBIO TPH HATWYUHM 3a00JEBaHUI KeIyIO4HO-
KHIIEYHOTO TPaKTa, TAaKUX KaK TacTPHUT, S3Ba JKEMyJIKa W JABCHAALATUIIEPCTHON KHUIIKHU, OOJIE3Hb

Kpona nnu s3BeHHBIN KOJTUT, TUBEPTUKYJIE3 KUIIIEUHUKA WM CTPUKTYPBI KUIIIEYHUKA (PUCK DPO3UN).

[Tpu HapyIEeHUSAX [JIOTaHHUSI BO3MOYKHO IOMa/laHue Mpernapara B AbIXaTeIbHbIE Ty TH.

Ecnu mepopaiibHOe JieueHHe jkene30M Hed(PPEKTUBHO MOCIE TPEXHEAECIBHOTO MPHUMEHEHHUS, TO
JIEYEHUE CIIEYET IEPECMOTPETb.

BBu1y BO3MOXKHOTO pUCKa U3BA3BICHUS CIM3UCTONH OOOJIOUKH IMOJOCTH pTa M U3MEHEHMs LIBEeTa
3y0OB, TaOJIeTKM HE CIeAyeT paccachiBaTh, >K€BaTh WM JCp)KaTh BO PTy, a HEOOXOIUMO
MPOTJIaThIBATh LIEJTMKOM, 3al1Basi BOJOM.

[Ipenaparsl xene3a OKpamIMBaIOT Kajl B YEPHBIM LBET, YTO MOXKET JaBaTh JIOKHOIOIOKUTEIbHBIN
pe3ynbTar B mpobax Ha HAMYKE CKPHITON KPOBH B Kalle.

BcnoMorarebHEIC BEIESCTBA

[Ipenmapar ®eppo-Ponsramma Heo comepxkuT JsakTo3sl MoHoruzpar. [lammeHtam ¢ penko
BCTpEUAIONIeiicsl HACIeACTBEHHONW HEMEPEHOCUMOCTBIO TaaKTO3bl, JEPUITUTOM JaKTa3bl Jlamnma win
TIFOK030-TAJIAKTO3HON MallbabcopOueli He clieyeT MPUHUMATh TOT Mpernapar.

[Ipenapar ®eppo-Donsramma Heo comepxkut caxaposy. [lammeHtam ¢ peako BCTpedaromiencs
HACJICJCTBEHHON HEMEPEHOCUMOCTRIO (PYKTO3BI, TIIFOKO30-TaJIaKTO3HOW MasibabcopOumet wim

I[e(bI/II_II/ITOM caxapasbl-U30MaJIbTa3bl HC CJICAYCT IPUHUMATL 3TOT IIpCriapar.

4.5. BzaumogeiictTBie ¢ JAPYrMMH JIeKaADCTBEHHbIMH MpenapataMd W Jpyrue BH/bI
B3alMOJeliCTBUSA
Uccnenoanus B3aMMOACHCTBHS HE TPOBOIUIHUCE.
Keneso
OnHOBpEMEHHOE  NPUMEHEHHUE  JKEJIE30COAEpXKAlMX  JIEKApCTBEHHBIX  IpenaparoB  C

JAUMCPKAITPOJIOM ITPUBOJUT K o6pa3013aHmo TOKCHYHBIX KOMIIJIEKCOB, IIO3TOMY BO BPpEMA JICUCHUSA



COOTBETCTBYET QKCIMNEPTHOMY OTYETY
ot 29.09.2023 N2 19179
JMMEPKAIPOJIOM (AHTHAOT TPH OCTPOM |M XPOHHACOKOM - OTPABICHUM |-HGOPTAHYHECRANHI |

OpPraHUYECKUMHU COCIMHEHHMSIMU MBIIIbSIKA, 30JI0Ta, PTYTH M OJIOBA) NMPUMEHEHHUE IPErapaToB
xKenesa ciuenyeT u3oerath (cM. pazaen 4.3).

Kanpuuii-, IMHK- 1 Marauiicogepxaline COeIMHEHNS, BKIIOYas aHTAIM/Ibl, @ TAKXKeE COJIeprKallie
KaJblUi, IIMHK U MarHuili 100aBKM MOTYT CHMIXKaTh YCBOEHHE XKelle3a, MOATOMY B cilydae
HEOOXOIMMOCTH UX OJJHOBPEMEHHOT'0 IPHEMa HHTEPBAI MEXKIY UX IPUEMOM JIOJI’KEH COCTABIIATh
2-3 yaca.

[lepopanpHble mpenapaTbl jKele3a CHUXKAIOT BCAaChIBaHHE TETPALMKIMHOB B JKEIyIOYHO-
KHUILIEYHOM TpakTe W HaoOOpOT, TETPALMKIUHBI 3aMEJISIOT BCachlBaHUE JKeje3a, MO3TOMY B
cilydae HEOOXOJMMOCTH OJHOBPEMEHHOI'O IMpHEMa HMHTEPBaJ MEXIY HMX IMPHEMOM IOJDKEH
COCTaBJIATH 2-3 Haca.

KonectupamuH MOXeT CHUXaTh BCAachbIBaHUE jKelie3a, MOITOMY B ClIy4yae HEOOXOAUMOCTH HX
OJHOBPEMEHHOr0 MpHeMa MmpenapaThl Kejeza CaeayeT NpUHUMATh 3a 1-2 yaca wim uyepes 4-6
YacoB IOCIIe TIprueMa KOJIeCTUPaMHUHA.

[Ipenaparsl kene3a CHMXKAIOT TepaneBTUYECKylo 3((eKTHBHOCTh TpUEHTHMHA (Ipenapar uis
nedyeHuss OonesHn Buibcona-KoHoBanmoBa), mo3TOMy B cilydae HEOOXOAMMOCTH HX
OJIHOBPEMEHHOT'0 IIpUe€Ma MHTEPBAJ MKy UX MPUEMOM JOJIKEH COCTaBIJIAThH 2-3 yaca.

Conn xene3a MOTYT YMEHBIIUTH BCACHIBAHWE APYTHX ACHCTBYIOIIMX BEIIECTB, YTO MOXKET
CKa3aThCsl HA MX KIMHUYECKOW 3¢ddekTuBHOCTH, B T.4. OHchOCPOHATOB, HHTAKANOHA,
(TOPXMHOIOHOB, JIEBOAOMBI, METWJIIONBI, MHUKOpeHoJaTa ModeTuna, MNEeHUUWUIaMUHA |
JIEBOTUPOKCHHA, TIOPTOMY B Clly4ae HEOOXOAMMOCTH WX OJHOBPEMEHHOIO INpHUEMa HWHTEpBal
MEXly MX IPUEMOM JIOJKEH COCTaBJIATH 2-3 Jaca.

AcKOpOMHOBAs KUCIIOTa MOXKET OBBICUTH BCAaCHIBAaHHE XKele3a.

[Tpuem nepopanbHbBIX PENapaToB Kee3a OJTHOBPEMEHHO C MUILEH MOKET CHUKATh abCopOLIHIo
xkenesa. Yai, kode, siia, MOJOYHBIE MPOAYKTHI, M3JAEITUS U3 IEIbHO3EPHOBON MYKH MOTYT
YMEHBUINTh BCAaChIBAaHUE jKeje3a, oOpa3ys HepacTBOpHMMBIE KOMIUIEKCHL. [loaTomy mnepepbiB
MEXIY MPHEMOM KEJIe30COACPKAIINX MPEenapaToB M BBIIICYHOMSHYTHIX MPOJIYKTOB JOJKEH
COCTaBJIATH 2-3 Haca.

donuesBas Kuciora

donmeBas KHCIOTa MOXET CHHXAaTh CBIBOPOTOUYHYHKO  KOHIICHTpPAIHUIO (beHI/ITOI/IHa u

0apOUTYypaToB, MPUMEHSEMBIX [UIsl JICUEHHUS OIujiencuu. B cioydyae HE0OXOIUMOCTH
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OJTHOBPEMEHHOI0 NpuMeHeHHs npenapdra  DepposPorpramya s, Hep i, i O BBIICYKA3aHHBIX

[IPENapaToB UHTEPBAI MEXAY UX IIPUEMOM JIOJLKEH COCTAaBJIATh 2-3 daca.

Hexkotopsble iekapcTBEHHBIE MTpenapaThl MOI'YT CHU3UTh YPOBEHb (DOJTMEBON KUCIOTHI B KPOBHU B
pe3yiapTaTe  CHUXKEHHMA  BcacblBaHMd  ¢onaroB. Takumu  npenapaTaMM  SIBJISIOTCA:
IPOTUBOAMMIIENITUYECKHUE MpenapaThl, NepopabHbIEe KOHTPALENITUBBI, IPOTUBOTYOEPKYJIE3HbIE
npenaparhl, ajiKorojb, AHTArOHUCTHI (DOTUEBON KHCIOTHI (METOTpEKcaT, MUPUMETaMUH,

TpUaMTepeH, TPUMETOIIPUM U CYJIb()OHAMHUIBI).

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

CyTtouHas TOTpeOHOCTH B Keje3e U (OTMEeBON KUCIOTE BO BpeMs OepeMeHHOCTH Bo3pacTaeT. [Ipu
HaJIM4MM KIMHUYECKUX IokazaHuil npenapar Peppo-Donpramma Heo MOXHO NHpUMEHATH INpU
OEpEeMEHHOCTH.

Cynvgham xncenesa

HccnenoBanus penpoayKTUBHOW TOKCHYHOCTH y JKMBOTHBIX HE BBISIBWJIM KaKUX-THOO MpoldieMm,
CBSI3aHHBIX ¢ O€30MACHOCTHIO MPUMEHEHUS MPErapaToB cyibdara xenesa.

Donuesas xucioma

HccnenoBanusi penpoayKTUBHOW TOKCHMYHOCTH Yy JKMBOTHBIX HE BBIIBHIIM KaKUX-JIMOO MpobieMm,
CBSI3aHHBIX C 0€30MAaCHOCTHIO MPUMEHEHHs (HOIMEBON KUCIOTHI. VIMEIOTCS JaHHbBIE, 4TO JICUCHHE
(donreBoit KUCIOTOM MOBBIMIAET IMOPHOTOKCUYECKHI APPEKT OPYTruX JEKapCTBEHHBIX MPEnapaToB
(mupuMeTaMuH, BaJbIIPOAT) U IPUBOAMT K ACPHUITUTY ITMHKA.

Jlakranus

XKenezo u ¢onueBass KUCIOTa NMPOHUKAIOT B TPYAHOE MOJOKO, TOATOMY IPH HEOOXOTUMOCTH
NpUMEHEHHUS Iperapara cieyeT COOTHECTH IMPEATOIaraeMyIo MMoIb3y Ui MaTepu U NOTEHIIMATbHBIH

pucK Ui peOeHKa, HaXOIIEerocs Ha TPYIHOM BCKapMJIMBAaHUU.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpPeACTBAMHM M PpadoTaTrh €
MeXaHNU3MaMu
[Ipenapar ®eppo-Ponsramma Heo He BimseT Ha CcHOCOOHOCTH YIPABIATH TPAHCIOPTHBIMHU

CpeICcTBaMU M paboTaTh C MEXaHU3MaMHU.
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4.8. HexxenareabHple peaknuu (NOCNEOOBATENEHOCTE 0008)

Pesrome npoduiis 0e3onacHocT

HexenartenbHble peaknuu, TMEPEUYUCICHHBIE HIXKE, SBISIOTCS CIEIACTBUEM IMOTEHUMAIbHBIX
1n0004HbIX 3((HEKTOB OTIENbHBIX JEHCTBYIOMIMUX BEIIECTB, BXOJIIIMX B cocTaB mpenapata deppo-
®donpramma Heo (ckenesa cymnbdara u HoameBoit KUCIOTHI).

Bcenencreue mpuema skene3a cynb(dara O4eHb YacTO BCTPEUAIOMICIHCS HEXENaTeNIbHON peakiueit
SIBJISIETCS. TIOTEMHEHHE Kajla, HE MMEIOUIee KIMHUYECKOTO 3HAYEHHS, TAaKK€ YacTO BO3HHUKAIOT
HapyILIEHUs] CO CTOPOHBI JKEIYyAOYHO-KUIIEYHOTO TpakTa (Takue Kak OTCYTCTBHE alllleTUTa,
OIYIIEHUE YPE3MEPHOIO HACBIIICHUS, pa3IpaXEHUE IKETyIOYHO-KUIIEUYHOIO TPAKTa, H3XKOra,

OTPBIKKA, 00T UM JUCKOM(OPT B )KUBOTE, TOIIHOTA, PBOTA, TUapes, 3a1op).

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN

YacToTa HEXenaTelbHBIX PEaKInil, IePSUNCICHHBIX HUKE, ONMPEAeIsuiach CICAYIOIIUM 00pa3om:
odeHp vacto (>1/10), gacto (=1/100 u <1/10), mewacto (>1/1000 u <1/100), peaxo (=1/10 000 u
<1/1 000), ouenp peako (<1/10000, BkmrOYast OTAENbHBIC CIy4yaW), 4YacTOTa HEM3BECTHA

(HeBO3MO)KHO OLICHHUTH IO UMCIOIIMMCS I[aHHBIM).

CucTeMHO-OpTraHHbBIN KJacce YacroTa HexenarenbHble peakuuu

Hapyenust co ctopoHbI Ouenb penko AHapWIaKTHYECKUH IIOK

MMMYHHOU CHUCTEMBI YacroTa AHauiakTu4eckue peakuu
HEU3BECTHA

Hapyienue co cTopoHsl Heuacro Hapywenue cHa, axuranus, Jepeccus

HEPBHOM CUCTEMBI

Hapymenust co ctoponbl OueHb penko Bbponxocnazm
JBIXaTEIbHON CUCTEMBI, Yacrora Bbponxonekpos
OpraHOB T'PYAHOU KJIETKH U HEW3BECTHA
CpeNOCTEHUs
KenynouHo-KueyHbIe OueHb YacTo [ToremHeHue kana, KOTOPOE HE UMEET
HapyHuICHUA KIIMHUYCCKOI'O 3HAYCHUA
Yacto OTcyTcTBUE anneTuTa, OUlyIEHUE

YpE3MEPHOTO HACHIIICHUS, pa3pakeHNE

KEJITIYAOYHO-KHUIIICYHOI'O TpaKTa, U3Kora,
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OTPBDKKAL[GONB Iy DUyIHEHAC] | (1008)

JTUCKOM(OpTa B AKHBOTE, TOLTHOTA, PBOTA,

aapest, 3arop

Yacrora N3bsa3BICHNHE TOJIOCTH PTa, U3BA3BICHUE
HEU3BECTHA IUIIEBOIA
Hapymienue co cropons! koxxku | Hewacto KosxHble annepruueckue peakiuu, B TOM
W HOJKOKHBIX TKaHeH qucie 00paTuMasi KO>KHasl ChIIlb,

TUXEHU(DUKALMS, SpUTEMa, KOXKHBIN 3y]1

Penxo DOTOUYBCTBUTEIBHOCTD C KOKHOMU CHIITBIO

COO6H.I€HI/IG 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo01aTh 0 0/103peBaeMbIX HEXKENATeTbHBIX PEAKIUIX MOCIE PErHCTPAIH JICKApCTBEHHOTO
mpernapara ¢ Lelblo 00ecledeHHs] HeMPEPHIBHOIO MOHUTOPUHTA COOTHONICHUS «IOJIb3a — PHUCK»
JIEKapCTBEHHOTO TMpemnapaTa. MeIuIMHCKUM pabOTHUKAM PEKOMEHAYETCS COooOmaTh O JIFOOBIX
TIOJI03PEBACMBIX HEXENATeIbHBIX pPEaKIUsAX JIEKAapCTBEHHOTO IIperapara 4Yepe3 HaI[MOHAIbHBIC
CHCTEMBI COOOLICHHMS O HEXENaTeNbHBIX pEaKUUsAX TrocyaapcTB —wieHoB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.

PecrybOimka ApMmennst

0051, r. Epesan, ip. Komuraca, 49/4.

«Hay4Hblil IEHTp SKCIEePTU3BI JIEKAPCTB U MEIUIIMHCKUX TEXHOJIOTHI UM. akagemuka J. ['abpuemnsHa
AO3T

Tenedon: +374 (10) 23-16-82; +374 (10) 23-08-96

dakc: +374 (10) 23-21-18, +374 (10) 23-29 42

DnekTpoHHas noyra: admin@pharm.am

Caiit B nH(MOpMAITMOHHO-TEJIEKOMMYHHUKAIIMOHHON ceTn « HTepHeT»: www.pharm.am

Keipresckas PecniyOinka

720044, r. bumkexk, yi. 3-s Jlunwus, 25.

JlemapTaMeHT JIeKapcTBEHHOT0 00ecTieueH s U MEAULIMHCKOM TEXHUKH ITPpU MUHUCTEPCTBE
3apaBooxpaneHust Keiprezckoit Pecryomuku
Tenedon: +996 (312) 21-92-88

Onextponnas noura: dlomt@pharma.kg
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Caiit B MH(OPMALMOHHO-TEICKOMMYHHUKALMOHHOM ceTr «IHICPBED  WwwW-phiarm ke T 000a)

PecnyOiuka Benapych

220037, r. Munck, ToBapuiieckuii riep., 2a.

PecnyOmmmkanckoe yHuTapHOe npeanpustue «LIeHTp skcnepTHs v HCHBITaHui B 37]paBOOXPaHCHUID
Tenedon: +375 (17) 299-55-14

daxc: +375 (17) 299-53-58

OnektponHas outa: repl@rceth.by

CaiiT B nH(OpMAITMOHHO-TENIEKOMMYHUKAIMOHHON cetn «HTepHeT»: www.rceth.by

PecniyOimmka Kazaxcran

010000, r. Acrana, yi. A. imanoga, 13.

PI'TI na [IXB «HaumoHanbHbIi HEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPENCTB U MEIULMHCKUX U3IEIHID)
Komurera wmemumuHCKOro u  (papMarieBTUYECKOro KOHTPOJIS MMHHUCTEPCTBA  3IPaBOOXPAHEHUS
Pecny6mmiku Kazaxcran

Tenedon: +7 (7172) 78-98-28

Onextponnas noura: pdlc@dari.kz

Caiit B nH(OpMAIMOHHO-TEJIEKOMMYHHUKAIIMOHHON ceTn « aTepHeT»: www.ndda.kz

Poccuiickag Penepanust

109074, r. Mocksa, CraBsHCKast Iiomap, a. 4, ctp. 1.

DdenepanbHas ciry)0a 1mo Haa30py B cdepe 3apaBooxpanerus (Poc3apaBHanzop)
Tenedon: +7 (800) 550-99-03

Qakc: +7 (495) 698-15-73

OnektponHas noura: pharm@roszdravnadzor.gov.ru

Caiit B uH(OPMAIIOHHO-TEIEKOMMYHHKAIIMOHHOH ceTn «HTepHeT»: www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

Bricokue 10361 IpenapaToB kejne3a TOKCUYHBI U CIOCOOHBI BBI3BaTh OTPABJICHUE.

CuMOTOMBI

1-s1 daza. [lo 6 4 mociue npuema

HavanpHpiMM Npu3HAKaMH TEPEJO3UPOBKH MOTYT OBITh: JKEIYJOYHO-KHUILIEYHOE OTpaBJICHHUE,
HaIpUMep, TOLITHOTA, PBOTA (KPOBABOE COACPKUMOE JKETyIKa TEMHOT'O 1IBETa), TOHOC, 00JIb B )KUBOTE
¥ KpoBaBbIi Kan. K qpyrum npusHakaMm OTHOCSTCS OJI€THOCTh WITU IIHAHO3, TUTIOTOHUS, TAXUKAPIHS,

UPKYJISIPHBIN KOJIJIANC, COHJIMBOCTD, YTOMJISIEMOCTb, YTHETCHUE IEHTPAIbHONW HEPBHOM cHCTEMBI (OT
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ot 29.09.2023 N2 19179
nerapruy 10 Kombl). Taroke BOSMOXHO pasBHTHE THIIEPIYMKGMAM; META0O0RNYCCRANO [@MpA03a 1

TUIEPBEHTUIIALMY. JleueHne nepeo3upoBKU CIe1yeT HaUMHaTh HEMEJIEHHO.

2-4 aza. Ot 6 10 24 yacoB mocie npruemMa

BpemeHHoe ynyulieHue, NposiBisoneecs B KIMHUYECKON CTa0MIIN3aluH.

3-1 da3a. bonee 24 yacoB nocie npUMEHEHUS

Ilocne nareHTHOro mnepuoaa OTMeyaeTcs JalbHeWIIee YCyryOJIeHHEe COCTOSIHHA, NpU3HAKaMH
KOTOpPOr0 SIBJISIIOTCSL PELMJIUB TOKCHYECKUX IPOSIBIEHUH CO CTOPOHBI JKEIYJO0YHO-KHILIEYHOTO
TPAaKTa, IOK, META00JINYECKUH allui03, CyJJOPOTH, THUIIOTIMKEMHUs], HAPYIIEHUsI CBEPTHIBAHUS KPOBH,
KOMa, TeNaTOLEIUIIOSPHBIA HEKPO3 M JKENTyXa, OJUIYpHs M HapylleHHe (QyHKIUHM IOYeK,
HapyueHne QyHKIMH NIEYEeHU U OTEK JIETKUX.

Jleuenue

Jlis mpenoTBpallieHHsl JalbHEHIIEro BCAaChIBAHUE JIEKAPCTBEHHOIO IIpernapara peKOMEeHAyeTcs
HPEANPUHATH CIEIYIONHe JeHCTBUA:

1)  Be3Barh pBOTY.

2) CpenaTb NPOMBIBAaHUE XKENyAKa JUIsl yIaJleHHUs] OCTAaTKOB JIEKAPCTBEHHOI'O CPEJICTBA W3
xKenmyaka pactBopoM nedepokcamuHa (2 T / m). Ilocme storo 5-10 r medepoxcamuna
pactBopsitoT B 50 - 100 M1 BO/BI, BBOJST B JKEJIYJOK M OCTaBIISAIOT TaM MOCJE OMOPOKHEHHUS
xemyaka. [lanueHT 10mKHBI OBITH I0J] TOCTOSHHBIM HAOJII0ACHUEM BCIIEACTBUE BO3ZMOXKHON
acTipalMyd pPBOTHBIMM MaccaMHd. MOXKeT NOoTpeOOBaThCs YHAJCHHE KETYIOYHOTO
COZEPKUMOTO U3 bIXAaTENbHbIX IYTEH U MPOBEIEHNE HHTATSILIUN KUCIOPOa.

3) Ilpuem BOAHOrO pacTBOpa MaHHUTOJIA UM COPOUTOJIA IOMOXKET OUUCTUTh TOHKYIO KHILKY.

4)  KumeyHopacTBOpuMBbIE TaOJETKH JAlOT PEHTTEHOBCKYIO TEHb, IOITOMY BO3MOXKHOE
KOJINYECTBO TaOJIETOK, OCTaBIIMXCA B JKEIYJOYHO-KUIIEYHOM TpPAKTE IOCIE PBOTHI U
IIPOMBIBAHUS JKEIyAKa, MOXET OBITh BBISICHEHO C IOMOIIBIO PEHTI€HOrpahUYecKoro
o0cre0BaHusI OpraHOB OPIOIIHON TTOJIOCTH.

5) B cayuae Tsxkenoi nepeno3UpoOBKU: IIPU Pa3BUTUU IIOKA WM KOMBI C BBICOKUM YPOBHEM
CBIBOPOTOYHOTO JKeje3a (JKelie30 CHIBOPOTKH > 90 MKMOJIB/T), HEOOXOUMO MPOBEACHUE
HEOTJIOKHBIX MEpPONPHUATUN U BHYTPUBEHHOH MHQY3MH AedepokcaMuHa. MakcuMaabHYyIO
pa3oByl0 103y AedepokcaMuHa 15 Mr/kr/4ac cieayeT BBOAUTh MEIJIEHHO BHYTPUBEHHO B
TeueHue 4-6 yacoB. MakcumasnbHas CyToyHas 103a coctapisier 80 Mr/kr/24 4. Cnuuikom

ObIcTpast UH(DY3US MOXKET IPUBOJUTH K TUTIOTOHUH.



COOTBETCTBYET QKCIMNEPTHOMY OTYETY
ot 29.09.2023 N2 19179
6)  Ilpu orpaBieHnM CPEAHEN CTCHCHH THKECTH PYKOMCHIEY L0 BHYTPHMBIICTHOS BROACHNC

nedepokcaMuHa B 03¢ 2 T. BeposTHOCTh THIOTOHUH COXpaHSiETCd M B CiIydae
BHYTPUMBIIIEYHOTO BBEICHUS.
7)  CogepxaHue xkene3a B CHIBOPOTKE KPOBH HEOOXOAMMO KOHTPOJIMPOBATH Ha MPOTSKECHUU

AITATEIIBHOTO BPEMCHU.

VY nereit MHTOKCUKAIUS COJISIMU JKeJie3a TPU HECBOEBPEMEHHOW METUIIMHCKOM MTOMOIIY MOXKET
MIPUBECTU K CMEPTEIIbHOMY MCXOAy. [Ipenaparsl sxene3a JOKHBI XPAaHUTHCS B HEIOCTYITHOM

IUIsL neteit mecte!

B ciiydae moo3penust Ha mepe03UPOBKY COJISIMHU JKelie3a ClIeyeT HEeMEIJICHHO 00paTUThLCS 3a

MEIUIIMHCKOH ITOMOIIBIO!

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

dapmakoTepaneBTHUECKas TpyIa;: JKejie3a npenapaTsl B KOMOMHAINU ¢ (hoJIneBoil KUCIOTOH,
Koxg ATX: BO3ADO03.
5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

Mexannsm neiicTBus

XKeneso, cogeprkarieecs: B IpOCTETUUECKOM YaCTH TeéMOTJIOONHA, UTPAET BaXKHYIO POJIb B CBA3BIBAHUH
U TpPaHCIOpTE KHUCIOpoJda W AWOKcHaa yriaepoxaa. JKene3o sBiseTcs KOMIIOHEHTOM (DEpMEHTOB
nutoxpoMa. JKenesocoaepkaimas mporonopbupuHoBas rpymnmna (epMEeHTOB LHUTOXpOMa HMEET
KJIIOYEBOE 3HAUCHHE B IEPEHOCE AJIEKTPOHOB, KOTOPHIH BO3MOXKEH BCJIEACTBHE OKHCIUTEIBHO-

BoccranoBuTenbHOU Tpancopmaruu Fe (II) B Fe (I1I). 2)Kene3o Takyke BXOAUT B COCTaB MUOTIIOOMHA.

@omnueBasi KUCIOTA SIBISIETCS BUTAMUHOM T'PYIIbl B 1 urpaer nepBoCTeNeHHYIO pOjib B OCHOBHBIX
omoxummueckux mporneccax cuateza [JHK, myprHOBBIX M MUpUMHUINHOBEIX OCHOBaHUU. DosueBas
KHCJIOTa Y4YaCTBYCT B IMPCBPAlICHHUU TOMOIOMUCTCHMHA B MCTHUOHHMH, a4 TaKXKC B MeTa6OJII/13M€

AMHWHOKHUCIIOT.

dapmakognaamuyeckue P PeKTel

[IpenapaTsl xene3a He UMEIOT KaKOT0-TH00 COOCTBEHHOTO TEPANIEBTHUECKOTO JICHCTBHS, KPOME TOTO,

4YTO OHH MABJAOTCA MJOIMOJHUTCIILHBIM HCTOYHUKOM IKCJI€3a [JIs1I OpraHu3Ma. Honsl xenesa
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HEOOXO/MMBI JUIs CHHTE3a IeMOTTIOOMHA M MUOTIOOMHE, H: IHISIOTESE, KOMIIOHEHTOM. (JepMEHTOB,

HEOOXOIMMBIX JUISl TpaHc(epa SHEPTUU B OpraHU3ME.

donueBass KHCIIOTA SBISETCS HE3aMEHUMBIM BUTAMUHOM Jig psaga  KU3HCHHO  BaKHBIX

METa0OINYECKUX PEAKIIUM.

Keneso u onueBas KuCIOTa SBISAIOTCA HE3aMEHUMBIMH (akTopaMHu Il OCYILECTBICHHUS

MOCJIEI0BATENbHBIX (ha3 TeMOI033a.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

Kak wm3BecTHO, Ha3HA4YCHHE MpEMapaToB jkeie3a M (PoJMeBOW KHUCIOTHI 3(PGPEKTHBHO yCTpaHSIET

HapyLICHUSI SPUTPOII0I3a, CBI3aHHOE C JEPUIIUTOM ITHX BEIIECTB.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AbGcopbuus

BcacelBanne jkene3a 3aBUCUT OT €ro IOCTYIUIEHHMS B OpPraHU3M M COIYTCTBYIOIIHUX €My
oOcrosiTenscTB. JKene3o BcachliBaeTCsl B MPOKCUMATBHBIX OT/EIaX TOHKOW KHUIIKH, B OCHOBHOM B
JBEHAALIATUIIEPCTHOM U Touleil. BeaceiBaeresa 5-15 % nmoctynusiiero skenesa. BeacbiBanue xenesa
YCUJIMBAETCS [0 MEPE UCTOLIEHUS 3aI1acoOB JKEJI€3a U CHUYKAETCS IIPU €r0 JOCTATOYHBIX YPOBHSX.
@domnueBasi KUCIOTa OBICTPO BCACHIBAETCS B JKETYIOYHO-KUIIIEYHOM TPaKTe, IJIaBHBIM O0pa3oM, B
JMBEHAAMATUIIEPCTHON M TOIIeH Kuiike. buogocTymHocTh (omara W3 MHUIM COCTaBISET OKOJIO

IMOJIOBUHBI HATHBHOMN KHUCJIOTHI.

Pacnopenenenue

[Toce BcackiBaHUs1 OOJIBINIAS YACTh JKeJie3a CBA3BIBACTCS C TPAHCPEPPHUHOM U MOCTYMACT B KOCTHBIN
MO3T, TJIe BKJIIOYAETCSI B CTPYKTypy remorioOuHa. JKeme3o BXOIUT B COCTaB (EeppUTHHA,
TeMOCHJICpUHA, a TaKXe B COCTaB MHOMVIOOWHA, B HEOONBIINX KOJUYECTBAX COJCPIKUTCS B
reMcojiepxaniux (GepMeHTax, a TakKe COJEPKHUTCS B IJIa3Me KPOBU B CBSI3AHHOU C (PEPPUTHHOM
dopme. B Buume QepputuHa Kene3o COMEPKHUTCS B TIIEUCHU, CEJIE3CHKE, KOCTHOM MO3re.
KoHnnenTtpanus sxenmeza M 00mas >KeJIe30CBA3bIBAIONIAs CIIOCOOHOCTh OpraHM3Ma 3aBUCHT OT
(U3HOIOTHYECKOTO U MATOJIOTHYECKOTO COCTOSTHHSL.

Pacnipenenenne ¢onatoB ocymecTBisercs mo Bcemy opraHusmy. OcHoOBHOe jemno (oiaueBoit
KHCJIOTHI — IIeUeHb, a Takke [THC.

Buorpancdopmarus

XKeneso npexacrasnger co60i HOH MeTaJlIa U He METa0OIU3UPYETCS MTEUEHBIO.
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®onaTel peoOpasyroTCa B IIa3ME KPOBU U [B NECYCHH| B MEMIOOMHHCCKE [AKTIHBHY D) ;pgapi_yx.y::— 5-

metunterparuapodonat (S-MTT' D).
DJIMMUHAIMS

OTcyTCTBYET aKTUBHBII MEXaHU3M BBIBEJCHHUS XKelle3a U3 oprannsma. CpeiHss CKOPOCTh BbIBEICHUS
Kenesa y 370poBbIX CcyOwbekToB coctaBimsieTr 0,8-1 mr/cyTku. M30BITOYHO YCBOEGHHOE JKEJIE30
BBIBOAMTCS TMPEUMYILIECTBEHHO ¢ KajioM. K [OMONHUTENBbHBIM croco0aM BBIBEACHUS OTHOCST
BBIBEJICHHE C MOYOW M IMOTOM, a TaKXke JECKBAMAIMIO KOXKU. BBIBOAUTCS UL HE3HAUYUTEIHHOE
KOJTMYECTBO JKeje3a, BBICBOOOXIAIONIErocs Ipu pacmane remorioduHa (20-30 wmr/cytku). B
OCHOBHOM 3>K€J1€30 MMOBTOPHO HUCIIOJIb3YETCSl OPraHU3MOM [T CHHTE3a TeMOTI00HHa.

@donarel MOJIBEPrarOTCsl SHTEPOreNaTUYECKON penupKyIsanun. MetabonuTel (HomeBoi KUCIOTHI
BBIBOJSITCS C MOYOH, U30BITOK (poJ1aTa BEIBOAUTCS B HEM3MEHHOM BHJE ¢ Moyoid. DonueBast KucioTa
MIPOHUKAET B TPYIHOE MOJIOKO, BBIBOJUTCS MPU TEMOIHUATIHN3E.

JIngelHOCTh (HEINMHEHHOCTE)

Het nuneitHOM 3aBUCHMOCTH MEXTy YBEIMUCHHEM CO/IepKaHMsl skere3a B cbiBopoTke (Cmax u AUC)
U J10301. BbeicTpoe BcachiBaHME jKeje3a W/WIIM BBICOKHME J03bI MEPOPATbHBIX MPENapaToB >Keie3a
MOTYT MPUBOJUTH K HACBHIILIEHUIO PETYJIUPYEMBIX aKTUBHBIX MEXaHU3MOB BCAaChIBAHUS B KUIIIEUHUKE,
NPUBOAS K TAaCCUBHOMY BCAaCBIBAHMIO, HACBIIICHHWIO TPAHCIOPTHOTO Oenka (TpaHcheppuHa) |
06pa3zoBaHuIo cabo cs3zaHHOro Fe’',

Bbuto  mpozeMOHCTpHpOBaHO, 4YTO TPH  OAHOKPATHOM TmpueMe (onueBol KHUCIOTHL ee
(dapMaKOKMHETHKA SBISETCS TMHEHHOM, OTHAKO TP MPOJOKUTEILHOM MpuemMe (HoIneBOoi KUCIOTHI
ee (apMaKOKMHETHKA SBJISETCS HENMMHEHHOW. HenmHeitHas ¢apMakOKMHETHKA MPEIIoaraeT, uyTo
BcackiBaHue ¢oyiaTa mpu 0oJiee BHICOKHX J103aX MOKET MPUBOJIUTH K aKTHBAIIMHA OTPAHMYUBAIOIIUX
MEXaHHU3MOB, TAKUX KaK MacCUBHAs AU QY3 HUIIM HU3KASI aKTHBHOCTh AUTUAPOPOIATPETyKTa3bl.

q)aDMaKOKI/IHeTI/I‘IeCKaﬂ-d)aDMaKOHI/IHaMI/ILIeCKaH 3aBHUCUMOCTH

JlanHble B OTHOIIEHUH (papMaKOKHHETHYECKON-(hapMaKkoIMHAMUYECKON 3aBUCMOCTH AJIS XKelle3a U
donata B [uana3zoHe 03, COOTBETCTBYIOMIMX J03€ JIeKapcTBeHHOTO mpenapara deppo-DonxpramMmma
Heo orcyrcTByIOT.

eTu
He npumenumo, Tak kak nekapcTBeHHbIN npenapat @eppo-Ponbramma Heo He npeaHasHayeH 1iist

IPUMEHEHHUs y JieTell B Bo3pacTe B Bo3pacte oT 0 1o 18 ner.
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5.3. JlaHHbIe JOKJIMHHYECKOH 0e30macHoCT (NOCNEOOBATENEHOCTE O008)

I[OKJII/IHI/I‘-IGCKI/IG HUCCJICIOBAHUS HE HpOBO,Z[I/I.HI/ICB.

Kenezo

T'enomokcuunocmy: y einesa cyiabdara He BBISIBICHO TCHOTOKCHUYECKUX CBOMCTB.
Kanyepoeennocms: uppo3 MEUYEHH BCIIEACTBHUE TIEPEIO3ZUPOBKH Kelie3a MPUBOINI K TTOBBIIICHUIO
pa3BUTHUsL TEMATOLEUIIOJISIPHON KapIMHOMBI y KpbIC. BbicOkoe coaepikaHue xejne3a B IHILE
CTHUMYJIMPOBAJIO OOpa30BaHHME OIYXOJICH Yy MBbIIIeH, MONy4aBUIMX 4-HUTPOXHHOJMH-1-OKCcua u
TJIMIICPUH.

donuesas Kuciora

Tokcuunocms npu MHO2OKPAMHOM 66e0eHuu: B WCCIEJOBAHUU y KpbIC TMHINA, COJepIKalias
(GonMeByl0 KHCIIOTY, CHIDKAJIAa CYAOPOXHBIA IMOPOT TPH CTUMYJSIIHHA CYJOPOT, BBI3BaHHBIX
MEHTUJICHTETPA30JIOM. TOUHBIX JJOKA3aTeIbCTB HEUPOTOKCHYECKOTO d(heKTa y JII0IeH HET.
Kanyepoeenes: B WcCIeNOBaHUM Y >KMBOTHBIX OBLIO IMOKAa3aHO, YTO BBICOKHE O3Bl (DOIHMEBOI
KHUCIIOTHI CITIOCOOCTBYIOT KaHIIEPOTEHE3y, HO HE H3-3a OIYyXOJeoOpa3yroIIUX CBONCTB (OIHEBOIA
KHCJIOTHI, a U3-3a UHTHOUPYIOIIEro BIMAHUSA AeguuunTta (oareBoil KUCIOThI Ha OBICTPO pacTyllue
OITyXOJICBBIC KJICTKH. Y YEIOBEKA CBSI3b MEKAY PUEMOM (OJTUEBON KUCIOTHI M CIyYassMU Pa3BUTHUS
pa3IM4YHBIX BUJOB PaKa MPOTHBOPECUYHBA.

Penpooykxmuenas moxcuunocms: B UCCIENOBAHUAX Y KMBOTHBIX MEPOPAIBLHBIA MpHeM (OTHEBOI
KHCJIOTHl HE BBI3BIBAI PENPOAYKTUBHOW WJIM 3MOpPUOHATIBHOM TOKCHYHOCTH. VIMEIOTCS HaHHBIE,
JEMOHCTPHUPYIOIIKE, YTO JeUYeHHE (DOITMEBON KHCIOTOM IMOBBIIMIAET AMOPUOTOKCHUECKHH A eKT
JIPYTUX JICKAPCTBEHHBIX CPEACTB (MMPUMETaMHUH, BaJbIIPOAT) M MPHUBOAUT K ACHUIUTY IMHKA.

®dosreBasi KUCIOTa MPOHUKAET Yepe3 IIIAEHTY U CEKPETUPYETCS B TPYAHOE MOJIOKO.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 Ilepeyenb BcmoMorareJibHbIX BellleCTB

AckopOuHOBas KHCJIOTa, MOKpbITass obonoukoid, Tun EC (cocrosimas uz 97,5 % ackopOMHOBOIA
KHUCJIOTHI U 2,5 % 3TUIEIII0I03b])

Kpaxman kykypy3Hblid

ManbToIeKCTpUH

Kapbokxcumernikpaxman HaTpus (Tum A)

Kanbuus creapar

JlakT03b1 MOHOTHApPAT
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Lemo103b1 MOPOLIOK (NMOCNEOOBATENBHOCTE 0008)

>

Hatpus naypuicynsgat

KpeMHust qrOKCH]T KOJUTOUTHBIN 0€3BOTHBIN

CocraB 000JI0YKH:

Caxapo3a

Tanpk

KpeMHus AMOKCHT KOJUTOUTHBIN 0€3BOTHBIN
Twurana quokcug

Kanbums kapbonar

Maruus creapat

MansroaekcTpuH

I'mnpomennosa-3cP

Maxkporoa 4000

MetakpuiioBO#M KUCIOTHI U dTHIakpuiiara cononumep (1:1), Tun B
CuMeTHKOHA 3MYJIbCHS

Tpustunuurpar

I'mnpomennosa-ScP

Makxkporois 6000

[IponuneHrnukonn

Kpacurens xene3a okcuy kpacHsbiil (E172)

Kpacurens xene3a oxkcu kopuanesbiid (E172)

6.2 HecoBMecTHMOCTD

He npumenumo.

6.3 Cpok rogHoCcTH (CPOK XpaHEHHS )

3 roxa.
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6.4 Ocobrie MepbI IPEI0CTOPOKHOCTH NPH KPAHEHUH | [ E [OBATENEHOCTE 0008)

[Ipu remneparype He Bbie 25 °C.

6.5 XapakTep u cogepkaHue NEPBUYHON YIIAKOBKH
[To 10 Tabnmerok B 6uctepe n3 [IBX/TID/TIB/AX u anroMuaneBoit Goabru.

ITo 2, 3, 5 mwnm 10 6aucTepoB BMECTE C JIMCTKOM-BKJIAIBIIIEM TTOMEIIAIOT B KAPTOHHYIO TTAYKY.

6.6 OcoObie MepbI MPEI0CTOPOKHOCTH NMPH YHHYTOKEHHH MCI0JIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MM OTXOJ0B, MOJYYeHHBIX MOcJIe NPUMeHEeHHs JIeKApCTBEHHOT0 Mpenapara ujin
padoThI C HUM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

I'epmanus
Bepar ®apma I'M6X u Ko. KI' / Woerwag Pharma GmbH & Co. KG
Omordpensa-Annee 24, 71034 bednunren, I'epmanus / Flugfeld-Allee 24, 71034 Boeblingen,

Germany.

7.1 llpencraBuTeib AepxaTessi PperuHCTPALMOHHOIO yYI0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas Penepanus

00O «Bepsar ®apmay
121170, r. Mockaa, yi. [loknonnas, a. 3, kopr. 4.
Ten.: +7 (495) 382-85-56

OnexTpoHHas noyra: adr@woerwagpharma.ru

PecniyOonuka ApMmeHust

000 «HATAJIA ®APM»

0065, r. EpeBan, 3-i1 nep. Tweruunsl, 1. 2/2.
Ten: +374 (91) 52-77-85

OnexTpoHHas noyra: natalipharm@bk.ru

PecniyOsmka Bemapych

[IpencraBuTenbCTBO KOMMaHIUTHOTO ToBapuinecTBa «Beppar @apma 'MOX u Ko. KI' (I'epmanus)
B PecniybOnmke benapych

220004, r. MuHck, yn. Pakosckas, 12, odpuc 201.
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COOTBETCTBYET AKCNEPTHOMY OTYETY
ot 20.09.2023 N2 19179
Ten./bakc: +375 (17) 357-59-42 (MOCNEOOBATENEHOCTE 0008)

OnekTpoHHas nouta: info@woerwagpharma.by

Pecny6auka Kaszaxcrad u Keipreizckas PecnyOimnka
[TpencTaBUTEIIBCTBO "WORWAG PHARMA GmbH & Co.KG" ("BEPBAF DOAPMA I'MOX »HI
Ko.KI' "WOERWAG PHARMA GmbH and Co.KG)

A25TOF1, r. Anmarsl, Bocranasikckuit paiion, ynuna TumupsizeBa, nom 28B, oduc 310.
Ten/daxc: +7 (727) 341-09-75, +7 (727) 341-09-76

DnekTpoHHas rmovra: info@woerwagpharma.kz

8. HOMEP PETUCTPALIMOHHOI'O YJOCTOBEPEHMUA JII1-Ne(000586)-(PT'-RU)

9. IATA TIEPBUYHON PETMCTPAIIMM (IOATBEPXJIEHWSA PEIMCTPAIIUN,
HEPEPEI'MCTPALIUN)

Hara nepoii peructpanuu: 17.02.2022

10. JATA IEPECMOTPA TEKCTA:

OOmast xapakTepucTHka JjekapcTBeHHOro mpemnapara ®eppo-Domsramma Heo noctymHa Ha
UHPOPMALIMOHHOM mopTane EBpa3suiickoro 53KOHOMHMYECKOIO COI03a B HMH(OPMAIMOHHO-

KOMMYHUKaImoHHOU cetn «uTepHeT» http://eec.eacunion.org/.
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