OBIIAS XAPAKTEPHCTHKA JIEKAPCTBEHHOTI'O NIPEITAPATA

. HAWUMEHOBAHHE JJEKAPCTBEHHOT'O IPETIAPATA

f Aenap13meHT nexapeTeedi
| MEAAUKHCKAX UINENWA Nt b
i ILRpABOOXAHCHUA Kulprulac

i Yrpatnedue peructpsune na
H
i

2. KAYECTBEHHBIA 1 KOJH{I‘IECTBEHHHMB e e

Heenrkan, 100 mr/ma, kaniam g npueMa BHYTpb.

ﬂﬂﬂﬂ"i‘B}"’i{} Hee BEUECTRO! ac K(ﬁlpﬁHH()Bﬂﬁ KHUCIOTA.

| mMa npenapara (okoso 20 kaness) copepxut 100 mr ackopbunonoi kucnoTs! (Buramuna C).
| Kanas copepxuT 5 Mr acKOpOHHOBOH KHCIOTHI

[Tonwueli Nigpeyennb BCMOMOTATE/IEHBIX BELIECTB NPUBE/IEH B pasiesne 6.1,

3. JEKAPCTBEHHAS ®OPMA

Kanau ass npueMa BHYTPb.
[po3payHas, CReTIO-KeNTas Ul JKeTasd RKUAKOCTH ¢ KACTO-ClIaJKNM BKYCOM.

4. KIMHUYIECKUE JAHHBIE
4.1. IMokazanus K OpuMeHEeHHI0

[pogunakTuka v sedcHue geuimra puramMuya C B TeX cayuasx. Koria NpuMeHenne
COOTBETCTBYIOWICH JUIEThI ABIACTCS HEJAOCTATOYHBIM,

4.2, PesruM J03UPOBAHISI H COCO0 NPHMeHeHust

PekuM J103MpoBaniIg

Jersim a0 3 et npenapat JaBaTh Moc/ie COraCoBania ¢ BpaUuoM.

[pu OTCYTCTBUN JAPYTUX yKa3aHUT Bpayva:

- MIAZeHuaM B IeTIM 10 2 eT: to 5 — 8 kanens B cyTKH, 100ARIATE K HATIHITKAM WITH K NWIIHe:
- gersmor 2 go 11 ner: no 10 kanenk B CYTKHL

- mogpoctkaM ot 12 mo 17 net: no 15 - 20 kanens B CyTRIL

Crnioco® npumeHeHus
Jlnst npyuema BHYTPb.

4.3. llpornsonorasauns

= THIEPUYBCTBHTENBHOCTE K j][ﬂﬂﬁ"l"B}"i-()l.].leM_‘f’ BEUICCTBY MIAH K Jﬂ(.‘i60f\-1:\,’ W3 BCTIOMOTATCITBHBIX
BELLECTB, NEPCUHUCIICHHBIX B pa3icjc 6.

i okcanaTHad MOYCKaMeHHad Gonesnsb

~  HapylieHus oOmMeHa xenesa (TanaccemMud, reMOXpomMaTos, Cﬂll(:‘p(‘)ﬁﬂﬁ@ﬂr{‘:{ecKﬁﬂ AHEM A,
CCPNOBHAHOKACTOUHAN dHCMU A ¥



4.4, Ocofple YRA3AHUT M MEPhI NPEAOCTOPOKHOCTH HIPH IPHMenennn

Buramun C. nprHuMaeMbiii B GOABIIKX 103aX, MOXKET HCKAKATH PE3YILTATH HEKOTOPLIX
7aBopaTopHEIX AHATHZOR, TIPOU3BOANMBIX OKCHAAZHBIMIT METOIAMU, HATIPUMED,
KOMMMECTREHHOE Ofpee/ieHHe TIOKO3b! MM KPeaTHHITHA B KPOBH M MOUE.

4.5, BaaumoneiicrBye ¢ IPYrHMH JICKAPDCTBEHHBIME HPENApaTAMH H ApYrHe BUIDI
BianMoielicrang

Henb3s npuMeHsThH B KOMOHHALIIM C peTiapaTaMil, COACPIKALIIMIL COSIUHEHI ME 1 XKeaesa,
4 TAKKE CO CPEACTBAMH ¢ OKHCIMTE/ILHBIMY CRBOHCTBAMM U3~38 XHMHUECKOH HECOBMECTHMOCTH.
[MpumMenene ackopOHHOBOH KUCIOTBI B 103X, MPEBBLImAOIX 200 Mr, YCUIIMBACT BCACKIBAHHE
w3 ey acuro-kumeunoro Tpakra (KKT) oaHoBpeMeHHO NPUHAATOTO Kenesa.

TTpi OAHOBPEMEHHOM TIPHEME ACKOPOHHOBOH KHCIOTHI M AL THICATHLMIOBOH KHCIOTH
HabMo1AI0T YBEIMIEHHOE BBIBSACHHE ACKOPOUHOBON KHC/IOTH I YMEHBIUCHHOE BhIBEJACHHS
AUETIICATHLILIOBO KNCHOTHL

AckopOHHOBasH KMCIOTA Y UIHHAET HEPHOL NONYBRIBEACHUS NapalneTamMona, a npu 403ax
npespiaomux 1 rp JieHh MOKET CHIDRATh 2QPeRTHBHOCTE AeTICTBUA TPHIMKIHYECKHX
AHTHACTIPECCARTOR. TPOU3BOAHBIX (JEHOTHANHA H AMUHOTIHKOBHIHBIX aHTHOHOTHKOB.

O AHOBPEMEHHLIT NPUEM acKOPOUHOBOH KHCNIOTH K BuTamuna B12 (LMAHOKOOANAMIH) MOKET
erarh NpHUUHON cHipkeHna HPHeKTHBHOCTH ManokobaiaMitHa.

[Tpuem ackopGHHOBOW KHCIOTH! YBETHIHBAET MIA3MEHHYED KOHUCHTPAUWIO g-Toxodepona.
nprYeM ToKo(epol BIHSET HA KOHUEHTPAUMIO aCKOPOWHOBOH KUCIOTHL.

ACKOPOHHOBAS KMCTOTA MOKCT BIMATH HA TPancBTHISCKIE 3DPEKTEN TEKAPCTRSHHBIX
MpeNapaTon MYTEM M3MEHSHHS NEUEHOUHOTO METADOI3MA.

V Haup@eHToR ¢ MOBBIICHHRIM COACPKAHUEM Kele3a B OpraHusMe, NPIHAMAROTINY
nedepokcarun B coueranuy ¢ BuramMuHoM C. B HaUanbRoM (ase MOKET HACTYTIUTD JeueHNs
MOBHIIEHHAN TOKCHUHOCTE JKeesd.

C'OBMECTHOE TIPUMEHCHUE ¢ AHTANMIAMI Ha OCHOBE AMOMUHUS MOKET BBI3BATH MOBBILLICHME
PAKCKPELME alOMMHRAS © MOUOi. OIHOBpeMEHHOE MPUMEHCHHE AHTAIMIOB W ACKOPOUHOBOI
KMCIOTE! HE PEKOMEHIOBAHO, B OCOOCHHOCTII TALMEHTAM ¢ HEOCTATOUHOCTE (DYHKIHK TIOHEK.

4.6. PepTHILHOCTE, GePeMEHHOCTE H JAKTAIHSA

PekoMentyemas cyTouHan 103a ackopOUHOBOI KHCAOTH NPH OePeMEHHOCTH COCTABISCT 80 mr,
B TeproA nakraun — 100 mr.

Teparorennoe geticreie uramina C y jmojiel He YCTAHOBICHO, OAHAKO 10361 NPEBbILIAlOUINE
5 1 MOrYT cTaTh NPUHUHON BeikKHABIUA. [Tpiem BLICOKHX 103 BHTAMMHA C 8 nepuon,
GepeMEeHHOCTH MOJKET BEIZEIBATH CUMITTOMBI leuiira utamiina (Y HOBOPOKASHHBIX NoCae
POIOB.

AcKopOUHORas KMCIOTA NPOHHKAET B MOJOKO KOPMSILUHX KEHINH, CICA0BATCABHO ACTIM,
HAXOAIMCA HA TPYAHOM BCKAPMIMBAHIN, MATEPH KOTOPEIX TIPHHUMAIOT COOTBETCTRYIOMIEE
komuueeTpo suramMuna C, HeT HeoOX0AMMOCTH AONONHUTEIBHO Ha3HavaTh npenapar. Cieayer
m6erath NpuMeHeHrs GoabKX 103 BuTaMuHa C B MEPHO/L BCKAPMIUBAHIA TPYIBIO.

4.7. Binsine ua cliocofHOCTS YIPABASTH TPAHCHOPTHLIMI CPECTBAMMU | padorarh
¢ MeXaHH3IMaMHU

[penapar LeBHKan He OKa3biBACT BIUSHMA HA CNOCOOHOCTH YNPARATL TPAHCIOPTHBIMM
cpeicTBaMi i paboTarh ¢ MEXaHUIMaMIL



4.8. HeskenareIbHble peakiiiu

TIpenapar uMeeT XOpoLyo fiepeHocuMocTs. Hemenarenshble peakiin OTHOCATCA K CIrydaaM
NPUMEHEHNA BHICOKUX 103 TIperapata (sbiie | r/cy ki),

Hapvuwens co cmoponel Kposu u TUMPANHLECKOU CUCHIEMbI
Flpn npreme Gonbimx 103 atamiEa C naupentamMu ¢ gepuuntom TIIOK030-6-
(rocharTiernaporeHassl BOIMOKHO PA3BUTHE IFEMOTTITA.

FKeavOouHO-KUe YHbLE HOPYVULCHU

[pi ripriene BHYTPH CYTOMHBIX 103 1 I 1y GosIbiie BO3MOKHE CHMITOMBL €O CTOPOHDI HKT.
HAfpUMeEp. anapes.

JUnTensHOE NPUMEHEHHE acKOPOUHOBOH KHCITOTE B BBICOKITX 038X MOJKET CTaTh MPUIUHON
PA3BUTIS TONEPAHTHOCTH, YTO NIOC/IE NPEKPAILEHHIs NPHEMA MOKET NPUBECTH K AepuumTy
putamitHa C B OpranusmMe.

Hapywens co cmoponst ROYEK 4 MOYeGbIGO0AUUX nymel

AcKOpOHHOBAA KHCIIOTA B BRICOKHX 033X MOKET CTaTh NPHYMHOH YPEIMEPHOTO BBIBCACHUA
OKCANIATHOM KUCIOTH ¢ MOUON, KPHCTAIUIHZALIK YPATOB H LIHTPATOR, UTO MOBLIUAST PHCK
o0pazoBalns KamMHell B MOUCBLIIENUTENLHOI cHeTeME.

Coobmesne 0 IOJ03PEBACMBLIN HEMENATEALHDIN PEAKIIHAX

Basno coobuwars o Noao3peBacMbLIx HERENATCHbHLIX PEAKUMAX NOCIC pervucrpaniy npenapara
¢ HeNnio obecrniesieis HENPEPRIBHOTO MOHHUTOPHHTA COOTHOWIEHHA «TTOJIR3A — PHCK?)
JICKAPCTBEHHOTO rnpenaparg. MeauuHC KM p&ﬁ()'!"HHK&M PCKOMEHAYCTCH coodwars o OO BN
NOAO3PERACMBIN HEeWSTATEILHBIX PCARIIHAN JCKAPCTBREHHOTO npenapara Hepe3 HatMOHANBHBIC
CUCTEMbI COO0LIEHNS O HEKETATENBHBIX peakiax rocyjapiTs — HACHOB EB}’)E!?HF’[CKO[‘{‘
AKOHOMITHMECKOTO COM03a.

PecniyOnmka ApMeHHs

«lIenTp HKCNEPTHIBI EKAPCTB M MEAUUMHCKHX TEXHOTOTHID I'HKO
Anpec: 0051, Epesan, nip. Komuraca 49/5

Tenedon «ropaueii suuum»: (+374 10) 20-05-05, (+374 96) 22-05-05
InekTponHas noyra: vigilance@pharm.am

Caiir: http://www.pharm.am

Kuipreiexas PecryGrika

JlenapTaMeHT NeKapCTBEHHBIX CPEICTB U MEAHLIMHCKUX uznequii npu M3 KP
Agnpec: 720044, r. buwkek, yim. 3-nunus, 25

Tenedon: +996 (312) 21-92-88

Tenedon «opsueit mirmin: 008 800 26 26

Ten. daxe: +996 (312) 21-05-08

Jnekrponnas noyra: dlsmi@pharm kg

Caiir: http://www.pharm kg/

4.9. Tlepexo3snpoBra
O caywasx 1epeflo3uposKH He ObIIo coobienuit. Y mauueHToR ¢ NEPBUYHBIMI TTOUCHHLIMA

3a00CBAHUAMEN fipy NEpPeloO3HPOBKE BO3MOKHBI 3a1CDHEKA }[{HJZLKOC'T@FL IHAOHATPHEMKA
W THIOXJIOPEMHIL.

LS



5. PAPMAKOJIOTMUYECKHE CBOMCTBA
5.1. GapMakoIHHAMHYECKHE CBOHCTBA

dapmakoTepaneBTHMEcKas rpynia: BuraMiuse, ACKOpOHHOBAs KACIOTA (BATAMUH C), Brunovas
KoMGHHALMAN cO cpeacTraMi. AckopOurosast kienora (suramut C). AckopGuHoBas KUcaoTa.
Koo ATX: A11GAOGIL.

AckopOunopas KUCJioTa pacteopserea b soae. Mrpaer cylecTBEHHYO poiib B oOpa3oBaHuK
KOTIAreHAa H MEKKIETOUHOMO BEMECTRa, 00VC/IOBIHBAK COOTBETCTBYIOMIEE PA3BUTHE XpALEH,
kocTeli 1 3yGoB, NPABMALHBHT X0 MPOLUECCOB 3AMUBICHNS, @ TAKKS Y ACPIKAHHE MEXAHHUCCKOH
VCTOMYHBOCTY KANMWUTIPHBIX KPOBEHOCHBIX COCYA0B. YUACTBYET B THAPOKCHIIPOBAHHH
HPOMHHA W JTH3HHA. 0BPA3OBAHNI KEITIHBIX KMCIOT W3 XOIecTeprHa. MeTaboNM3Me XKelesa,
honmesoil KUCAOTH ¥ okeHxaunK pernunaiannna. Buramun C 0Opazyer OKHCAMTENBHO-
BOCCTAHOBUTENBHEIC CHCTEMBI C FIYTATHOHOM, HrroxpoMom C v GriasifHOBEIMI W
MHPUIMHOBBIMU HYKJICOTHIAMM. ACKOPOHHOBAS KHCAOTA TIOKAZRIBACT AHTHOKCHIAHTHBIC
cpoiicTea. TOPMONT NEPOKCHAALMIO THNIIOB It HHAKTUBUPYCT CBODOHLIC KHCIOPOIRBIC
pagukanil. CTHMYIMPYET CHHTES MPOCTAIMKIMHA M TOPMOSHT 00pasoBaHiie TpoMboKcana.
[pwuunoit reduupta suTamMuHa C SBISETC NPEKIAC BLETO HEAOCTATOUHOE TOCTYIUICHHE

¢ mweit. Ocobenno aeduUNTY NOABSPrHYTH ASTH HA UCKYCCTBEHHOM BCKAPMIIMBAHHM.
HAUMEHTBI 3T0YTOTPESISIOIME ANKOTOIeM 1 TTOMKATILIE nalmeHTs!. Ha panHeh craann
AeduipiTa HAOMOAATOT: TIOX0E CAMOUYBCTRIE, PA3APAKNTEITHHOCTD. fonh B CyCcTaBax,
FUrepKepaTos QOINTHKYIOB BOJNOCA (BOAOCKOBbI JIMIAK), HOCOBOE KPOBOTCHEHHE, TOHEUHOS
kposomsuaane. Heduuut Buramuna C MpHBOAMT K CHHAPOMY, ONMPSAETAEMOMY KaK HHHTA
(ckopOyT). B nepsyio ouepe/ib PA3BUBAIOTCA HIMEHEHHA. ABJIAIOILICCS CREACTBACM HAPYLICHMA
CTPYKTYPBI KoareHa. IMEeHHO MoaToMy CHMITOMBI BHHBI NPEKIE BCETO B KOCTAX 1
KPOBEHOCHBIX COCYAAX (M3MEHEHMS B KOCTAX., XPAULAX, KPOBOTEHEHYE, AHEMIA, 3aMEITICHHOE
JAKIBIEHHE PaH W cpacTanie riepesomMoB). Janueie CHMITOMB HCHE3ALOT MOC/IC NpHeMa
puramuna C. Toseimennas notpeGuocts B Butamiie C nabmnofaercs npH BUPYCHBIX
pH(EKUMAX, HAPYIIEHHW HMMYHITETA, TPYIHOZKUBAIOMINX paHaX. ITHTETBLHOM JTUX0panKe,
KypeHHH, AuadeTte, TyOepkynese, MH(APKTE ¥ OCTPOM NAHKPEaTHTe. a Takoke npu WHTCHCUBHOM
du3HUecKoii HarpysKe.

5.2. GapMaKOKHHETHYCCKHE CBOTICTBA

AbGcopbuus

AckopBuHORas KICIOTA JleTKo Beachipaeres na AKKT. Hopmanuaas KoHLeHTPpalks B KPOBH

y 310poBbix 106poseibies coctasnger 0.5 — 1.5 mr/100 ma.

Pacnipegenenue

Buramut C NPUCYTCTBYET KAK B TUIA3ME, TAK U B KICTKAX (B YaCTHOCTH, B NefiKOLHATAR

n TpoMGoupTax). Ero Hanuume uMeeTcs HpakTHIecKt BO BCEX TKAHAX OpraHusma. Camoli
BHICOKOI KOHIEHTPALMI AOCTHIAET B AAEHOMIHEIX TKAHAX, CAMOT HM3KOH — B MBIIIL@X

U KAPOBON TKAHM.

TpancropTApyeTes B KISTKH B OKHCICHHOM BRAE, T.C. KaK AETHAPOACKOPOHHOBAS KMCIIOTA, FIPH
YYACTHU TIFOKO3BI.

briorpadchopMalis

B ®ieTKax AerdapoackopOHHOBas KHCIOTA NPEBPAIASTCS B ACKOPORHOBYIO KHCIIOTY M B TAKOM
BHIC XPAHUTCA. ACKOPBWHOBAA KACI0TA MeTADOTH3UPYETCA B OCHOBHOM IO OKCAIATOB.
BHIBOAHMBIX ¢ MOHOIL

JauMUHALNS

BripeIeHne acKOpOUHOBOH KHCIOTH KOHTPOJIMPYETCS TAK HA3BIBAEMBIM TIOHEHHBIM HOPOTOM,
coctapnsrowuM 1,5 Mr/100 M iiasmel KPOBR.




—

[TpeBsieHue HTOT0 SHAYCHUS TPUBOHT K YBEIMUSHHOMY BLIBEJIECHUIO ¢ MOUOH

B HEU3MCHCHHOM BHIC. ACKOpGHHUB&ﬁ KUCIIOTA BRIBOAMTCH TAKMKE ¢ KOO, C'TQT[CHB
BbIBCJICHWS C MOYOMR 3aBUCUT TAKKE OT HACKILEHWH TKaHeH. ”p[fi COCTOAHUAX ZHAYHTCIABHOTO
AT NOYEHOES BHIBSACHIIC 3HAYNTEABHO OIPAHHYEHO.

ACKOpOMHOBAS KMCJIOTA TIPOHUKALT Yepes NNALEHTaPHEI Dapbep, a TAKKE NONafacT B MOTOKO
SKEHLLMH, KOPMSLIIAX TPYIBIO.

-

5.3. Jlanubie goxwannudeciolf GesonacnocT

JlokauuuuecKie JaHHbE, YIHTEBAIOUIHE Pe3yIbTaThl CTAHAAPTHRIX (papMaKoIorH4ecKiX
necieAoBanui Ge30NacHOCTI NPIMEHEHNs, UCCIEIOBAHMI TOKCHYHOCTH FTOCIIE MHOTOKPATHOT'O
MpHEMa, TEHOTOKCHIHOCTH. BO3MOKHOTO KAHHEPOTEHHOIO ACHCTBHA H TOKCHYECKOTO BITMSTHUS
HA PAasMHOXKEHWE, HE MOKA3BIBAIOT HAIKYIA 0CODOH OMACHOCTH JUTH HEeIOBEKA.

AckopOuHOBAs KHCIOTA JIaeT NONOKUTENbHBIE PE3YIILTATH B HEKOTOPBIX HCCHSIOBAHMSX
FeHOTOKCHYHOCTH, 4TO OIHAKO HE HAXOANT MOATBEPIKASHMS B HCCASJOBAHHAX HA KHBOTHBIX, W
B KJIMHAYESCKUX JAHHBIX.

6. DAPMAIEBTHYECKHUE CBOUCTBA

6.1. Hepevyenb BCNOMOraTeabHLIX BELIECTH

I"savuepun Ge3Boanbli
Boxa ounensasn

6.2. HecopmecTamMocTh

He tpumermvo.

6.3. Cpox roxHocTy (CPoOK XpaHeHus)

2 rojaa.

BekpbiThiii hAakon HEOOXOAHMO HCTIONB30BATE B TCUCHAC O MECHLICH.

6.4. OcoObie Mepbl PLAOCTOPOKHOCTH NPH XPAHEHHH

XpauuTh B OPHIHHATLHON YIIAKOBKE JUL 3a1IITHE OT CBETA, TP Temrepatype He sbite 25 °C.
6.5. Xapaxrep H coAepHKaARUC HEPBUUHOH YIAKOBKH

[To 10 aor uaum 30 M1 B0 (UIAKOHAX TEMHOTO CTEKIA ¢ KaTIeTLHULIEH BHYTPU W 3aBHHUMBAIOIIEHCS
KPbILUKOIT ¢ rapaHTHITHBIM KOJIBUOM.

1 (IAKOH C THCTKOM-BKITAAbILIEM B KAPTOHHOM KOpodKe.

6.6. Ocobbie Mepbl IPEIOCTOPOKHOCTH NPH YHHYTOKEHHH HCIIOAL30BAHHOTO
JEKAPCTBEHHOTO NPenapara Wil 0TX010B, HOAYHeHHBIX rocie NpUMenenns

ASKAPCTBEHHOTO NPEeNapara, v Apyrue ManunyisiiHl ¢ npenapaTomM

Ocodpie TpebOBaHUA OTCYTCTBYIOT,



7. AEPKATEJb PETHCTPAIHOHHOTI O YIOCTOBEPEHHA

Honeia

dapmatepriueckuii 3asol « HHOJIBGAPMA» AO
v Meapnmaseka 19, 83-200 Craporapi I'laHbeky
Tenedon: +48 58 5631600

darc: +48 58 5622353

Agnpec anekrponHoii nouts: phv@polpharma.com

7.1. llpeacraBurens AepiKaTelist PErucTpAauHOHHON0 YI0CTOBEPEeHHs

[perensum norpedirenci HanpasIAThL 110 azpecy:
Pecnvimixa Apmenus

dapmauestrucckmii saroa «[TOJIbOAPMA» AO

vy, Ueapnuaseka 19, 83-200 Craporapi I'xanscku. Honbima
Homep tenedona: +995 593 212607

Agipec anextpontioil noutei: maka.ketishvili¢@medpol.ge

Keipeviserkas Pecnybinura

Mpeacrasurennctso AQ «Xumdapmy B Kuiprorckoid Pecrybnuke
r. buwkek. yi. Oposdexosa 52-34, 3 sTax

Homep renedona: +996312975633

Anpec snekrponsoit noutst: pvh-kg@santo.kz

8. HOMEP PETUCTPAIITMOHHOIO YIOCTOBEPEHWS!

PecriyGnuka Apmenust: JITT-Ne(003564)-(PI'-AM)
Kuipremckaa Pecrybnuka:

9. JATA HEPBUUYHOM PEMMCTPALIMH (MOATBEPKIEHUS PETHCTPALIMH,
NMEPEPETUCTPAIIAH)

PecniyOnuka Apmenus

Jara nepsoii perucrpauun: 23.10.2023
Kpiproiekas PecrryGmka:

Jara nepeoit pervcTpaliing:

10. JATA IEPECMOTPA TEKCTA

OB1was XapaKTepUCTHRA JIEKapCTEeHHOro fpenapata [lesuKan 10cTyrHa Ha HHGOPMATMOHHOM
nopraite EBpasuiickoro sKoHOMUMECKOTO COI03a B HHOOPMALMOHHO-KOMMYHHKAUHOWHOH ceTH
«Murepuer http://eec.eacunion.org/.



