OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Huazonun-dPapmcrangapt, S0 mr, apaxe.

Huazonun-Papmcrangapt, 100 mr, gpaxe.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JelicTBytolIee BEECTBO: MEOTHIPOJIHH.

Jnazomug-®apmcragmapt, 50 Mr, apaxe

Kaxmoe npaxe comepxut 50 Mr meOruaponrHa (B BUIC Halan3uaaTa).
BcmomorarenbHbIE BEIIECTBA, HAJIMYME KOTOPBHIX HAI0 YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO
npemnapara: caxaposa (cm. pasuensi 4.3. u 4.4.).

Juazonua-Papmcraggapr, 100 mr, npaxe

Kaxmoe npaxe comepxut 100 Mr meOTuapoIrHa (B BUIC HAITaIU3UIIATA).
BcnomorarenbHnie BCIICCTBA, HAJIWYHUC KOTOPLIX HAA0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npemnapara: caxaposa (cm. pasuensi 4.3. u 4.4.).

[TonHbBIN TEpevYeHbh BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Hpaxe.

Jnazomma-Papmcragmapr, 50 Mr, apaxe

Jpaxe Oenoro miu 0enoro ¢ KeITOBaThIM OTTEHKOM I[BETa I1apoodpa3zHoit popmel. Ha monepeunom
paspese apaxe 0Oenoro mim 0eroro co cierka KpeMoBaTbIM MIIM CJETKa 3€JI€HOBATHIM OTTEHKOM
1[BETA.

Juazonua-Dapmcranaapr, 100 mr, npaxe

Hpaxe Oenoro mian 0enoro ¢ KeIToBaThIM OTTEHKOM I[BeTa I1apoodpazHoit popmel. Ha monepeunom
paspese apaxe Oenoro uiam Oenoro co cjaerka KpeMoBaThbIM WIIM CJIETKa 3€JIEHOBATHIM OTTEHKOM

IIBETA.



4. KIIMHUYECKHUE JAHHBIE

4.1. IloxkazaHusl K NPUMEHEHUI0

IIpenapar uazonuu-OapmMcTaHgapT IOKa3aH K IPUMEHEHHUIO y B3pOCIBIX M JE€TEH B BO3pacTe
cTapuie 5 jer Juisl NpOQHUIAKTUKU U JEYeHUs aJUIeprUuyecKoro pUHMUTA, MOJUIMHO3a, KPAlnUBHUIIBL,
orexa KBHHKe, amieprozepmMaro3oB, CONPOBOXKIAIOUIMXCS KOKHBIM 3ylOM (3K3eMa, HEHpPOIepMHUT),

AJJICPTUICCKOTO KOHBIOHKTUBUTA, KOXKHOI pCaKkuu MmocJjIC YKCyCa HaCCKOMOIO.

4.2. PexxuM 103MPOBAHUS U CIIOCOO MPUMEHEeHMsI

PexxuM 1o3upoBaHus

Bspocnvie
[To 100 mr 1 — 3 pa3a B 1eHb.
MakcumainbHas pazoBas 103a — 300 mr.
MakcumanbHas cyroyHas go3a — 600 mr.
JTMTEIhHOCTD JICUYSHUS ONPEACIIACTCS XapaKTepoM 3a00ICBaHMS M IOCTUTHYTHIM TePANIeBTHICCKIM
s dexTom.
eTn
Pexum no3upoBanus y neteii C 12 JeT COOTBETCTBYET PEXKUMY JO3UPOBAHUS Y B3POCIBIX.
Jlemu om 5 0o 10 nem
ITo 50 mr 2 — 3 pa3a B JIcHb.
Jlemu om 10 0o 12 nem
ITo 50 mr 2 — 4 pa3a B J€Hb.

Criocob nnpuMeHeHu s

BuyTpb, HE pa3keBbIBasi BO BpeMs WM Cpa3y MOCIE ebl.

4.3. IIpoTuBONOKA3AHUSA

e [Mmep4YyBCTBUTENBHOCTh K MEOTHIPOIUHY WM K JIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
NIEPEYUCIIEHHBIX B pazzaene 6.1.;

e neuUIMT  caxapa3bl/M30MaNbTa3bl, HENEPEHOCUMOCTh  (PYKTO3bI,  TIFOKO30-TajlaKTO3HAsI
ManbabcopO1us (cM. pazaen 4.4.);

® THIIEpIUIa3us MPEICTATEIHHOM Kele3bl;

® 3aKpbITOYI'OJIbHAA I'JIayKOMa,



e s3BeHHAas OOJIE3Hb JKeIyAKa M JBEHAIIATUICPCTHOM KHUINKH, BOCHAINTENbHBbIE 3a00JIeBaHUS
eIy JOYHO-KUIIEYHOI'O TPaKTa;

® IUJIOPOCTEHO3;

® DIWIEICUs;

® HapyILIECHUS CEPJICYHOIO PUTMA;

e OepeMEeHHOCTbh, IEPUOJI TPYIHOTO BCKAPMIIMBAHUS;

® JISTCKHI BO3pacT 110 5 JeT (1 JaHHOU JIEKapCTBEHHON (DOPMBI).

4.4. Ocobble yka3aHusi 1 MepbI IPEI0CTOPOKHOCTH NPU IPMMEHEeHUH
[TprMeHSATH ¢ OCTOPOKHOCTHIO Y MALIMEHTOB € MEYCHOYHOM U MOYEUHOW HEJOCTATOUHOCTBIO (MOXKET
noTpeOOBATHCS KOPPEKLHUS A03bl U MHTEPBAJIOB MEX]ly IPUEMaMH).

BcnomorarennHble BEecTBa

JlanHbpIii TIpenapar CoOACpXKHUT caxapo3y. lIpu HacleJACTBEHHON HENEePeHOCUMOCTH (PYKTO3HI,
[JIFOKO30-TAIAKTO3HON MalibabcopOumu uinu aeduuure caxapasbl-M30MajabTa3bl MPUMEHSATH 3TOT

npemnapar He cienyer (cM. pasaen 4.3.).

45. B3aumojeiicTBHe ¢ JAPYrHMH JIeKAPCTBEHHbIMH TMpenapaTaMd M Jpyrue BHbI
B3aUMOAelCTBUSA

YcunuBaert AeHCTBUE 9TAaHOJIa, CCAAaTUBHLIX CPEACTB.

4.6. DepTUIBHOCTD, 0EPEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[TpumeHneHue mpenapaTa BO BpeMsi 0epeMEHHOCTH MPOTUBOIIOKA3aHO.
JlakTarms
[Ipu HEOOXOAUMOCTH TIPUMEHEHHUS Tpernapara B MEPUOJ JaKTallMU, CIEAyeT MPEKPaTUTh TPYIHOE

BCKapMJIMBAaHUC Ha BpEMs IIpHUEMa Iperiapara.

4.7. BJausiHMe HAa CNOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHU CpeAcTBAMH M PadoTaTh C
MeXaHU3MaMHu

B nepuon neueHust He0OXOAUMO BO3AEPHKATHCS OT BOXKACHUS TPAHCIIOPTHBIX CPEACTB M 3aHATHH
JPYTUMH  TMOTEHIHATbHO ONACHBIMM BUAAMHU  JIEATEIBHOCTH, TPEOYIOIIMMHU TOBBILIEHHOM

KOHICHTPAIMX BHUMAaHUA U 6I)ICTpOTI)I IICUXOMOTOPHBIX peaKuHﬁ.



4.8. HexeaaTe/ibHbIe peaKIuu

PesroMe HexxenaTeabHbBIX peaKIui

HesxenarenbHble peakuy MEPEUNCIICHbl HIXKE B COOTBETCTBUU C KIacCU(UKAIUEH 110 OCHOBHBIM
cHUCTeMaM M OpraHaM M 4YacTOTe BCTPEYaeMOCTH, KOTOpas ObLia OIpeelieHa B COOTBETCTBUU C
knaccudukanueit BcemupHoii opranmzanuu 3apaBooxpanenus (BO3): ouens gacro (> 1/10); gacto
(= 1/100 u <1/10); meuacto (> 1/1000 u <1/100); peaxo (= 1/10000 u <1/1000); oueHb peaKo
(< 1/10000); gwactora Heus3BecTHa (HE MOXXET OBITh YCTAaHOBJICHA HAa OCHOBAHMHM HMMEIOIIMXCS
JIAHHBIX ).
Hapywenus co cmopoHbl Kposu u aumgpamuieckoli cucmembvl
Yacrora HEM3BECTHA: TPAHYLIUTONICHUS, arPAaHYIIOIUTO3.
Hapywenusi co cmopoHbl uMMYHHOU cucmembl
YacToTa HEM3BECTHA: aJUIEPTUYCCKUE PEAKIUH.
Hapywenus co cmopoHbl HepsHOlL cucmembl
YactoTa HEM3BECTHA: F'OJIOBOKPYKEHUE, TAPECTE3UU, TPEMOP, COHIIMBOCTh, TPEBOXKHOCTH (110 HOYaM),
3aMeIJICHHE CKOPOCTU TICUXOMOTOPHBIX PEaKIUii.
JKenyoouno-kuweynvle Hapyuienus
YacTrora HEM3BECTHA: NHUCIETICHYECKHE SIBIICHHS, OOYCIOBJICHHBIC pa3Ipa)karolluM IeHCTBUEM
npernapara Ha CIIM3UCTYI0 000J104KY KenynouHo-kueunoro tpakta (JKKT) (u3:xora, TonmHoTa, 6011
B 3MIUracTpagbHON 00JIACTH), CYXOCTh CIIM3UCTON 0OOJIOUYKH MOJIOCTH PTa.
Hapywenus co cmopoHbl nouex u Mouesbleo0siuyux nymet
YacroTa HEM3BECTHA: 3a/IeP’KKa MOYH.
Obwue HapyweHus u peakyuu  mecme 68e0eHUs.
YacroTa HeM3BECTHA: MOBBIIIEHHAS YTOMIISIEMOCTb.

eTu
Bo3MOXHBI MMapaoKcaabHble PEaKIUU: MOBBIIICHHAS! BO30YIMMOCTb, Pa3pakKUTEIbHOCTD, TPEMOD,

HapyILIEHNs CHA.

COO6H.ICHI/IC 0 TOA03PEBACEMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno COO6HI21TB 0 MMOJ03PEBACMBIX HEXKEIATCIIbHBIX PCAKIUAX ITOCIIE PETUCTpall JICKAPCTBEHHOT'O
nmpemnapara € HEJIbIO oOecreyeHus HEIMIPEPBIBHOI'O MOHUTOPHUHTA COOTHOLICHUSA «I10JIb3a — PHUCK»

JICKApCTBCHHOTO IIpCIiapara. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCS COO6I_I_IaTB 0 JIOOBIX
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MOJI03PEBAEMBIX HEXKENATENbHBIX PEaKIMIX JIEKapCTBEHHOIO Tpernapara uyepe3 HallOHaJIbHbIE
CHCTEMBI COOOIICHHSI O HEXKENATeNbHbIX pPEaKUUsAX TOCYIapcTB — UJIeHOB EBpa3uiickoro
HPKOHOMUYECKOTO COI03a.

PecniyOiinka ApmeHust

Anpec: 0051, r. EpeBan, nip. Komuraca 49/5

YroaHOMOYEHHBIM opraH (YImOJIHOMOYEHHAs OpraHu3alus) rocynapctsa — uieHa EBpasuiickoro
skoHomuyeckoro corwsa: «IEHTP OSKCIIEPTU3bBl JIEKAPCTB W MEJUIIUHCKUX
TEXHOJIOT UIi» THKO

OTtzaen MOHUTOpPUHTA 0€30IaCHOCTH JIEKAPCTB

Ten.: (+375 10) 20-05-05, (+374 96) 22-05-05

OnekrponHas moura: Vigilance@pharm.am, info@ampra.am;

Caiit B nHGOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

www.pharm.am

4.9. llepeno3upoBKa

CuMOTOMBI

CIyTaHHOCTh CO3HAHUs, COHJIMBOCTh, HAPYIICHHE KOOPAMHALIMU JBMKEHUH, yrHEeTeHHE (DYHKIUU
nenTpanbHoi HepBHOM cuctembl (IJHC) (BIuioTh 10 HACTYIUICHUS KOMBI) WKW CTHUMYJIUPYIOIIEE
neiicteue Ha IIHC (uwame y nereil), mposiBIE€HUS aHTUXOJMHEPTUYECKOro IEHCTBHS (CyXOCTb
CIIM3UCTOH OOOJIOYKM PpTa, paCIIMpEHHE 3pauyKoB, «IIPHIUBBY KPOBH K BEpXHEHW MOJOBHHE
TYJIOBHIIIA), TOIIHOTA, OOJIU B SMUTAaCTPUH, PBOTA.

Jleuenune

OtmeHa mnpenapaTta, NMPOMBIBAHUE JKEIYAKa, NMPUEM AKTUBHUPOBAHHOTO YIS, CUMITOMAaTHYeCKas

TCparus.

5. ®APMAKOJIOTHMYECKHWE CBOWCTBA
5.1. ®apmakoaMHAMHYeCcKHe CBOiicTBA
dapmakoTepaneBTHUECKasi TpyMna: MNpOTUBOAUIEPTUYeckoe cpeactBo — HI1-ructamMuHOBBIX

perenTopoB GJIOKATOP.

Kon ATX: RO6AX15

MexaHu3M JeUCTBUS U d)aDMaKOHHHaMquCKHC Sd)d)CKTBI



mailto:vigilance@pharm.am

brmokarop HI1-rucramuHOBBIX penentopoB. OO0namaeT MNPOTUBOAUICPTHUYECKUM  JICHCTBHEM,
YMEHBIIAET OTEK CIM3HCTHIX 0Oojoyek. Ocnabiser ASWCTBHE TMCTaAMHUHA HA TJIQJAKHE MBIIIIBI
OpOHXOB, MaTKM M KHUIIEYHUKA, YMEHBIIIAET BHIPAXXCHHOCTh CHIDKEHHS apTEPUATBHOTO JaBJICHUS U
MOBBILIICHHUS] TMPOHHUIIAEMOCTH cocynoB. Hesnauutensno mnponukas B IIHC, B oriamume ot
AHTUTUCTAMUHHBIX TMpernapaToB | TIOKOJNEHHs, HE OKa3bIBAaeT BBIPAXKEHHOTO CEJIATUBHOTO H
CHOTBOpHOTO jeicTBus. MMeer ciiaboBbIpakeHHbIE M-XOJIHMHOOIOKUPYIONINE W aHECTE3UPYIOIIHE
CBOMCTBA.

5.2. @apmMakoKHHeTHYeCKHE CBOiicTBA

AGcopbuus

beictpo BcaceiBaercs u3 XXKT. buonocrynmuocts cocrasmser 40 — 60 %.

TepaneBruyeckuii dQdexT pasBuBaercsa crmycts 15 — 30 MUHYT mociie mpuemMa, MaKCHMallbHOE
neiictBue HaOmoaaercs yepe3 1 — 2 9. [IpopomxutensHOCTh 3 PexTa MOKET JocTUrath 48 4acos.

Pacupenenenue

HpOHI/IKaCT BO BCC TKaHU opranuima, OAHAKO IMPAKTUYCCKHU HEC ITPOHUKACT qucpes
reMatod’HIePaTnIecKuii 6apnep.

BI/IOTDaHCd)ODMaI_[I/IH

JuazonuH mMeTtabonu3upyercss B MEYEHH MyTeM METHJIMPOBAHUSA, MHIYLHPYET MHKPOCOMAIIbHBIC
(dhepMEHTHI NEUEHHU.

DJIMMUHAIIHS

[Tepuon momyBeiBenenus (T12) U3 miaa3Mel cocTaBnsieT okojio 4 4yacoB. BeiBoaucs U3 opraHuszma

IIOYKaMH.

6. ®APMAIEBTUUYECKHUE CBOMCTBA
6.1. TIlepedyeHb BcoMOraTe/IbHbIX BeLECTB
Caxaposa (caxap Oenblit)

ITaToka kpaxMasnpHas

[ToBumon K-17

IToaconneynoe maciio

Bock nmuenunbIi

Tanbk

6.2. HecoBMecTUMOCTD



He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

3 roga 6 Mecs1IEB.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

B 3amumienHoM oT cBeTa Mecte pu Temneparype He Baiie 25 °C.

6.5. XapakTep u cojep:kaHHe MEPBUYHON YIAKOBKHU

Jnazomma-®apmcragmapr, 50 Mr, apaxe

[To 10 gpaxke B KOHTYPHYIO SYEHKOBYIO YMAaKOBKY W3 IUICHKH MOJUBHHHUIXJIOPUIHOW M (OJIBTH
IIOMUHHUEBON 11€YaTHOM JJAKUPOBAHHOM.

| KOHTYpHYIO S4YEHKOBYI0 YIAKOBKY BMECTE C HHCTPYKLHEH O MEAMIMHCKOMY IPHMEHEHUIO
IIOMENIAIOT B [TAYKy U3 KapTOHA.

Junazomma-Papmcranmapr, 100 mr, npaxke

[To 10 gpaxxe B KOHTYPHYIO SIUEHKOBYIO YIMAKOBKY M3 IUIEHKHM MOJUBUHMIXJIOPUIHOW U (OJIBIU
IIOMUHHUEBON 11€YaTHOM JJAKUPOBAHHOM.
| KOHTYpHYIO SYEHKOBYIO YNAaKOBKY BMECTE C HHCTPYKLHEH MO MEAMIMHCKOMY MPHUMEHEHUIO

MMOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH NPH YHUUTOKEHUH MCI0JIb30BAHHOIO JIeKAPCTBEHHOI 0
npenapara WIM OTXOA0B, IOJYYeHHBIX MocJe NPUMEHEHHUsl Mpenapara W JApyrue
MAHHMIYJISIUMH € IPpenapaTom

Het 0co0bIx TpeOoBaHUil K yTUIH3AIHH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccuiickas ®enepanns

OTkpsITOE aKMoHEpHOE 00mecTBO «PapMmcranaapt-Y QUMCKIIT BUTAMUHHBIN 3aBO
(OAO «Dapmcrangapt-Y paBUTA»)

Anpec: 450077, Pectiybnuka bamkoproctas, 1. Yda, yi. Xynaioepauna, 1. 28,
Tem./bakc: (347) 272-92-85



7.1. IlpeacTaBuTe/Nb JEpKATEIsI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un HOTDC6I/IT€JICI71 HaIpaBJIATh I10 aAPECyY.

Poccniickas @enepanus

OTtkpbITOE aKIMoHEpHOE 001ecTBO «DapMcrannapt-Y GUMCKUN BUTAMUHHBINA 3aBOJI
(OAO «Dapmcrannapt-Y bhaBUTAY)

Anpec: 450077, Peciybnuka bamkoprocran, 1. Yda, yn. Xynaidepauna, 1. 28,
Ten./akc: (347) 272-92-85

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS

9. IATA TIEPBUYHOM PETUCTPAIIMU (IIOATBEPXKJIEHUA PETUCTPAIIAMH,
INEPEPETUCTPAIIN)

JlaTta nepBoii perucTpanuu:

10. JIATA IEPECMOTPA TEKCTA
OOmass xapakTepucTUKa JIeKapCTBEHHOro mnpemnapara Jluazonmun-®PapMcrangapT [OOCTyMmHa Ha
uH(pOpMallMOHHOM TopTanie EBpasuiickoro 3KOHOMHUYECKOTO0 C€O03a B HMH(OPMAIOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/



