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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

NBYITPO®EH, 100 mr/5 mi, cycnieH3us 1 IpreMa BHYTPb [C apoMaToOM KITyOHHKH].

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro1iiee BemecTBo: noynpodeH.

5 M cycnensuu conepxkat 100,0 mr ubynpodena.

BcnomoratenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: MaIbTUTON KUJIKUH, TIUIEpod (cM. paszaen 4.4).

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cycnen3us A mpreMa BHyTpb [C apoMaToM KIyOHUKH .

Cycnensus oT 6e1oro 0 CEporo MUiM Ceporo C KEJITOBATHIM OTTEHKOM IIBETa C XapaKTEPHBIM
(pPYKTOBBIM 3a11aXOM.

4. KIMHUYECKHUE JAHHBIE

4.1 lloxka3aHusl K NPUMEHEHHUIO

[Ipenapar UBYIIPO®EH noka3zan Kk NpUMEHEHUIO y AeTel ¢ 3 MecsueB Ku3HU a0 12 ner mns
CUMITOMATUYECKOTO JIEYEHHS] B KaueCTBE JKAapOIOHMIKAIOLIEr0 CpEeICTBAa IPU  OCTPBIX
pecupaTopHbIX 3a00JeBaHHUAX (B TOM 4YHCIE, TPUMINE), NOETCKUX WHQEKIUIX, IpyTrux
MH(}EKIIMOHHO-BOCTAIUTEIbHBIX 3a00JIeBaHUSAX u MOCTIIPUBUBOYHBIX peaxnusx,
COTPOBOKIAIOIIMXCS TTOBBIIIICHUEM TEMIIEPATYPHI TeTa.

[IpenapaT HpUMEHSIOT Kak CHMIITOMaruuyeckoe o0e30oiMBaroliee CpeAcTBO Npu O0JIeBOM
CHUHJIPOME CJTa00i WM YMEPEHHOM MHTEHCUBHOCTH, B TOM YHKCIIE: 3yOHOUM 00JH, TOJIOBHON 00U,
MUTPEHU, HEBPAITHUSIX, O0IH B yIax, 001U B ropie, 00U pU pacTSKEHUH CBA30K, MBIIIEYHON
Oonmu, peBmaruyecko Oomm, Oomu B cycraBax. llpemapar mnpeaHa3HayeH IS
CUMIITOMATHYCCKONW TepaIiii, YMEHBIIICHUs O0JIM ¥ BOCTIAJICHUS HA MOMEHT HCIIOJIh30BaHUs, Ha
porpeccupoBaHue 3a00IeBaHMs HE BIIUSET.

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHUMEHEHHA

PexxuM 103upOBaHus

Jluxopaoka (scap) u 601w

Jlo3upoBKa JUIsl IeTei 3aBHCHUT OT BO3pacTa M Macchl Teia pedeHka. MakcumanbHast CyTOYHast
71032 He JIOJDKHA mpeBblmaTh 30 MI/Kr Macchl Tena pebeHKa ¢ MHTepBajlaMH MEXy NpHeMaMu
npenapara 6—8 4acos.

Hemu 6 so3pacme 3—6 mecayes (sec pebenka om 5 0o 7,6 k2): no 2,5 mu (50 mr) o 3 pa3 B

TedeHue 24 yacos, He Oosiee 7,5 mit (150 mr) B cyTKH.
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Hemu 6 so3pacme 6—12 mecsayes (sec pebenxa 7, 7—9':;32';':':'1;@-55'%‘{ %_(‘)‘:H - :'3:—;!:"11)53 B
: '

teuenue 24 yacos, He 6onee 10 mit (200 mr) B CyTKH.

Hemu 6 6o3pacme 1-3 200a (sec pebenxa 10—16 xe): o 5,0 ma (100 mr) no 3 pa3 B reueHue 24

yacoB, He Oosiee 15 mut (300 mr) B CyTKH.

Hemu 6 so3pacme 4—6 nem (sec pebenxa 17-20 ke): no 7,5 mn (150 mr) no 3 pa3 B TeueHue 24

qacoB, He Oosiee 22,5 mi (450 Mr) B CyTKH.

Hemu 6 sozpacme 79 nem (sec pebenka 21-30 ke): no 10 ma (200 mr) no 3 pa3 B Teuenue 24

yacoB, He Oosiee 30 mut (600 MT) B CyTKH.

Hemu 6 so3pacme 10—12 nem (sec pebenxa 31—40 xe): o 15 ma (300 mr) 10 3 pa3 B TeueHue 24

qacoB, He Oosiee 45 mut (900 Mr) B cyTKH.

TocmummyHnuzayuonnas muxopaoxa:

HetsaM B Bo3pacte 10 6 MecsmeB: no 2,5 mu (50 mr) npenapara. IIpu HeoOxonxumocTu, eme 2,5
M (50 mr) uepes 6 yacoB. He npumensiite 6onee 5 M (100 mr) B TeueHue 24 4acos.
IIpooonosicumenvrocms neuenus

[TponomxurensHOCTE JiedeHus — He O6oee 3 aHeil. He npeBbimaiiTe ykazaHHyo /103y .

Ecmu nipu nipueme mipenapara B TeueHue 24 yacoB (y Aerell B Bo3pacTe 3—5 MecsiieB) WM B
Teyenue 3 mHel (y merel B Bo3pacTe 6 MECSIIEB M CTaplilie) CUMIITOMBI COXPAHSIFOTCS WITU
YCWJIMBAIOTCS1, HEOOXOIMMO NPEKPATUTh JICUEHUE U OOPAaTUTHCS K Bpady.

Cnoco0 npuMeHeHus

UBYIIPO®EH - cycnensus, cneuuanbHO pa3paboTaHHas [uist nereil. J{ns mpueMa BHYTp.
[TaneHTaM C TMOBBIIICHHOW YYyBCTBUTEJIBHOCTBIO JKEIYJKAa PEKOMEHIYETCs IPUHUMATh
rpenapar BO BpeMs €JIbl.

ToybKO UIsI KpaTKOBPEMEHHOI'O IPUMEHEHUsA. BHHMATENBbHO NPOYTUTE HHCTPYKIMUIO MEpPEeN
IIPUEMOM IIperapara.

[lepen ymorpebneHueM TiiaTenbHO B30OonTaiiTe (rakoH. [[nsg TOYHOro OTMEpHUBAaHUS O3Bl
npernapara npuiararTcs yA00HbIH MEpHBIN IINPUL, MEpHas JOXKKa, MEPHBIA CTaKaHYMK. 5 M
npenaparta coaepxkar 100 mr ubynpodena nnm 20 mr uéynpodena B 1 mu.

Hcnonp30BaHUE MEPHOTO IIMPHUIIA;

[TnoTHO BcTaBbTE MEPHBII LINPUI] B TOPIbIIIKO (1akoHa. [lepeBepHuTe (rakoH BBEpX JTHOM U
IUTABHO MOTSHUTE MOPIIEHb BHU3, HA0Mpas CyCHEH3UI0 B HIMPUIL 10 HY>KHOU oTMeTKU. Bepuure
¢G1akoH B MCXOAHOE TMOJOXKEHHE W BBIHBTE IINPHUI], aKKypaTHO MoBopauuBas ero. [lomecture
LIMPULl B POTOBYIO IIOJOCTb M MENJIEHHO HAaXMMailTe Ha MOpPIIEHb, IUIABHO BbIYyCKas
CYCIEH3HUIO.

[Tocne ynoTtpeOiaeHus] MPOMOWTE LINPHULl B TEIUION BOJIE U BBICYLIUTE €r0 B HEJOCTYIHOM JUIS

pebenka mecre.
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Hcnonb3oBaHne MEPHOU JOXKKH:

[lepen ucnoibp30BaHHMEM MEPHOW JIOKKHM HEOOXOAMMO YOCOHTHCS B €€ YHCTOTE U CYXOCTH,
4roObl M30€KaTh KOHTAMUHALMM HMCKAXAIOUIMX 03y BemlecTB. VICIoab3yHTe TOJBKO
IpujaraeMyl0 K Mpenapaty MEpHYI JIOXKKY, INpeIHa3HaYeHHYI0 [UIsi JaHHOro oObema
n03upoBku. Hakinonute (iakoH U HaOepHUTe CYyCICH3UIO B MEPHYIO JIOXKKY JI0 HY)KHOH OTMETKH
Ha BHYTPEHHEW CTOpOHE JOXKKH. [Ipu M3MepeHHH J03bl JACPKUTE MEPHYIO JIOXKKY Ha YPOBHE
a3, YTOObI MOJIYYHUTh OOJIee TOYHOE u3MepeHue. [Ipu UCroIb30BaHUN MEPHOI JIOKKH, YPOBEHb
KHUIKOCTH JIOJDKCH COOTBETCTBOBATh BEPXHEH KPOMKE METKH Ha Jioxkke. BepHure Qiakon B
UCXO/IHOE TI0JIoXKeHHe. [loMecTuTe KOBII JIOKKH B POTOBYIO MOJOCTh M ME/JICHHO BBITYCTHTE
cycniensuto. Ilocie ynorpebiaeHust IpoMoiTe MEPHYIO JIOKKY B TEIIJIOH BOJIE M BBICYLIHTE €TI0 B
HEIOCTYITHOM JUIsl peOeHKa MecTe.

HMcnonp30BaHME MEPHOTO CTAKAHUYMKA!

[lepen wucronb3oBaHHEM MEPHOTO CTaKaHYMKAa HEOOXOAMMO YOEAUTbCSs B €ro YHUCTOTE U
CyXOCTH, 4TOOBI M30€XaTh KOHTAMHHAIIMM HMCKAXKAIOMIMX J03y BeuiecTB. Vcmonp3yiTe TOIBKO
MpuIaraéMbelii K Tpernapary MEpPHBIM CTaKaHYMK, MpEIHAa3HAYCHHBIM JJIs JTaHHOTO o0bema
no3upoBkU. [loMecTuTe MEpHBIM CTaKaHYMK Ha POBHYIO MOBEPXHOCTh HAa YPOBHE TIJia3 AJis
TOYHOTO H3MEpeHUs KuAkocTu. Haxmnonute QrnakoH u Habepute CYCINEH3MI0 B MEPHBIN
CTaKaHYUK J0 HY>KHON oTMeTKH. [Ipu ucnosb30BaHUM MEPHOTO CTAaKaHUYMUKA, YPOBEHB JKUKOCTH
JOJDKCH OBITh Ha YPOBHE COOTBETCTBYIONICH METKE Ha CTakaH4yWke. BepHute ¢(aakoH B
ucxonHoe noisioxkeHue. llonHecure crakaHYMK K POTOBOM IMOJOCTH U MEIJIEHHO BBIITYCTUTE
cycnensuto. [locne ynmorpeGieHust mpomMoiiTe MepHBIA CTAaKaHYUK B TEIUION BOJIE U BBICYIIUTE
€ro B HEJIOCTYITHOM JIJIs1 peO€HKa MECTe.

4.3 IIpoTuBoNoOKa3aHus

['unepuyBCTBUTENBHOCT, K HOympodeHy Wi K T000OMYy H3 BCIHOMOTaTelIbHBIX BEIIECTB,
MEPEYUCIICHHBIX B pazaene 6.1.

[TomHOE WM HEMOJIHOE COYeTaHNE OPOHXUATBLHOM aCTMBI, PEIMANBUPYIOIIETO MOJIUI03a HOCA U
OKOJIOHOCOBBIX I1a3yX U HEMEPEHOCHMOCTH alleTUIICATALIMIOBON KUCa0Tsl WK apyrux HIIBII.
KpoBoreuenne wnmu mnepdopamnusi s3BbI  KETyJIOYHO-KUIIEUHOTO TpakTa B aHAMHE3e,
cripoBourpoBanHeie npumenenrem HIIBII.

DpO3UBHO-SI3BEHHBIE 3a00JICBaHUS OPTraHOB JKEIYIOYHO-KHIIEYHOTO TpakTa (B TOM YHCIIE
SI3BEHHAsI 00JIE3HB JKENy/IKa M JIBEHAAIIATUIIEPCTHON KUIIKH, 607e3Hb KpoHa, sI3BEeHHBIN KOJIHT)
WIK SI3BEHHOE KpOBOTEUEHHWE B AaKTUBHOM ¢a3ze wiMm B aHaMHe3e (IaBa wiu Oolee
MOJATBEPKICHHBIX 3MMHU30/1a I3BEHHOU O0JIE3HU UM SI3BEHHOTO KPOBOTEUCHUS ).

Tspoxenast medeHoYHasi HEJOCTATOYHOCTh WK 3a00JIeBaHUE TICYCHH B aKTUBHOMU (paze.
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IOJTBEP K/ICHHAS TUIIEPKATMEMHUS.
JlekomnieHcUpoBaHHasi ~ CEpJe4Has  HEJAOCTAaTOYHOCTh,  IEPUOJ  IIOCIE  IPOBENEHUs
A0PTOKOPOHAPHOI'O IIYHTUPOBAHMUSL.

IlepebpoBacKyIsipHOE WJIM HHOE KPOBOTEUEHHUE.

['eModunus u apyrue HapyIIEHUS CBEPTHIBAEMOCTH KPOBHU (B TOM YHMCIIE THIOKOAryJISIus),
reMOpPparu4ecKue TuaTe3bl.

bepeMeHnHoCTh B cpoke Oosiee 20 HEeINb.

HenepenocumocTs GpyKTO3BI.

Macca Tena peGeHka 10 5 Kr.

4.4 OcoOble yka3aHusi 1 Mepbl PeI0CTOPOKHOCTH NPHU NPHMMeHEeHHH

Oco0ble yKazaHus

Pekomenayercs npuHUMarh IpenapaT MakKCHMajdbHO BO3MOJKHBIM KOPOTKMM KypcoM U B
MUHHMAaJIbHOH 3()(heKTHBHOI 103€, HEOOXOJMMOH ISl yCTPAHEHUSI CHMITTOMOB.

Bo Bpemst maHMTENBHOTO JIeYeHHsT HEOOXOAMM KOHTPOJIb KapTHHBI NEepU(pEepuvecKoil KpOBU U
(YHKLHMOHAJIBHOIO COCTOSIHMSA IE€YEHW M ModYeK. [Ipu mosBiIeHMM CHMIOTOMOB TIacTpONaTUU
[IOKa3aH TUIATEIbHBIM KOHTPOJIb, BKJIIOYAIOLIMM IMpOBeAeHHE 330(aroracTpoayo1eHOCKOIHH,
oOuMii aHanu3 KpoBW (OINpeAesieHHue IeMorjio0uHa), aHaJi3 Kajla Ha CKpBITYI0 KpoBb. [lpu
HEOOXOAMMOCTH OIpesiesieHus 17-KeToCTEepouI0B Ipernapar cieayeT OTMEHUTh 3a 48 4acoB /10
uccienoBanys. B nepuon iedeHust He pEKOMEHIyeTCs IPUEM 3TaHOJIa.

NBYITPO®EH MOXHO MNpUMEHATh JAETAM C caxapHbIM Jua0eToM, Tak Kak Ipernapar He
CcoIEePKUT caxapa. He cogepkut kpacurenei.

[TaruenTamM ¢ MOYEYHOM HEIOCTATOYHOCTHIO HEOOXOAMMO MPOKOHCYJIBTHPOBATHCS C BpauoM
nepes NPUMEHEHUEM Ipenapara, OCKOJIbKY CYLIECTBYET PUCK YXY/IIEHUS (YHKIHOHAIBLHOIO
COCTOSIHUS TIOYEK.

[TaiuenTam ¢ TUNEPTOHHEH, B TOM YHCIE B aHAMHE3€¢ W/WIM XPOHUUYECKOW CepACHHOU
HEJ0CTAaTOYHOCThIO, HEOOXOIMMO NPOKOHCYJIbTHUPOBATHCS C BpadyoM Iepe] HNPUMEHEHHEM
mpernapara, IIOCKOJIBKY IIperapaT MOXET BbI3bIBaTb 3aJEP)KKY HKHIKOCTH, IIOBBIIICHUE
apTEepHAJILHOTO JABJICHUS U OTEKH.

[Tpumenenue HIIBII y manueHTOB ¢ BETpsSHON OCHOW MOXET OBITh CBA3aHO C IOBBIIIEHHBIM
PUCKOM  DPa3BUTHS  TSOKENBIX THOWHBIX  OCJOXKHEHMM  HMH(PEKIHMOHHO-BOCHATUTEIbHBIX
3a007€BaHUN  KOXKH M TOJKOXHO-)KUPOBOM KJIETYaTKH (HampuMmep, HEKPOTHU3UPYIOLIETO
¢dacuuuTa). B cBA3M ¢ 3TUM pekomMeHayeTcs n3beraTh MPUMEHEHHs NpenapaTa Ipu BETPSHON

OCIIC.
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C 0CTOPOKHOCTBIO

[Ipy HamuuuM COCTOSHMMN, YKa3aHHBIX B JJAHHOM paszjene, Nepel NPUMEHEHHEM Ipernapara
CJIETyeT IPOKOHCYJIbTUPOBATHCS C BPAYOM.

OnnoBpemenHnbid npuem apyrux HIIBII, Hannune B aHaMHe3€ OJTHOKPATHOTO A1HU30/a I3BEHHOU
Oone3nu sxemynka M si3BeHHOro kposoTeueHus: JKKT, ractput, sHTEPUT, KOJIUT, HAIUYUE
undexkuun Helicobacter pylori, s3BeHHBI KOJIMT; OpOHXHMANbHAs acTMa WM aICPTUYECKUE
3a0o0neBaHNsa B CTaauu OOOCTPEHHs WM B aHAMHE3€ — BO3MOXKHO pa3BUTHE OpOHXOCHA3Ma;
TSDKENbIE coMaTHuecKkue 3a0oJieBaHUs, CHCTEMHas KpacHas BOJYaHKa WM CMEUIaHHOE
3a0oyieBaHUE COEAUHUTENbHOM TKaHu (cuHapom [llapma) — MOBBINIEH PUCK aCENTHYECKOIO
MEHHMHTHUTA; BETpsIHAs OCMa; MOYeyHass HEeJOCTATOYHOCTh, B TOM YHCJE IpU 00E3BONKHBAHUU
(xmupenc kpearmHuHa 30-60 MI/MUH), 3aJepKKa OKHIKOCTH U OTEKH, IEYCHOYHAs
HEJOCTAaTOYHOCTh,  apTepuaibHas TUIEPTEH3US W/WIW  cepleuHas  HeJAOCTaTOYHOCTb,
1epeOpoBacKysIpHbIe 3a00JeBaHUs, IUCIUIHUIECMUS/TUICPIUNUIEMUs, CaxapHbld aualer,
3a00JieBaHus epUPEPHUUSCKUX apTEPHid, 3a00JICBaHHsI KPOBH HESICHOUM 3THOJIOTHH (JICHKOTICHHUS,
aHeMUs); JIMXOpaJKa IMpU PA3BUTUM TE€HEPATU30BAaHHOM SPUTEMbI; OJHOBPEMEHHBIN MpUeM
JIPYTUX JIEKApCTBEHHBIX CPENICTB , KOTOPbIE MOTYT YBEIHMYUTh PUCK BO3HUKHOBEHUS $3B HIIU
KPOBOTEUYEHHs, B YAaCTHOCTH, HEPOPAJbHBIX TIIOKOKOPTUKOCTEPOUIOB (B TOM 4HCIE
NPEIHU30JI0HA), AHTUKOAryJTHTOB (B TOM uucie Bap(apuHa), CEJICKTHBHBIX HWHTHOHTOPOB
o0paTHOro 3axBaTa CEPOTOHHMHA (B TOM 4YHCIE LUTalonpama, (IIyOKCeTHHA, MapOKCEeTHHA,
cepTpaliiHa) WIM aHTUArPEraHToOB (B TOM YHCIIE alleTUICATUIMIOBON KUCIOTHI, KIOMHA0TPENa);
O6epeMeHHOCTh B cpoke 710 20 HeJellb, IepUo/] IPYAHOT0 BCKapMIIMBaHUS, MOKUIION BO3pacT.

BcrnoMmorarensHble BEIecTBa

[Tpennapat UBYIIPO®EH conepxut manbtuTon xkuakuil. [lanimentam ¢ peako BeTpedaromencs
HACJIE/ICTBEHHON HETIEPEHOCUMOCTBIO (DPYKTO3BI HE CIIeyeT MPUHUMATh 3TOT Mpernapar.
[Tpenapatr UBYIIPO®EH conepXuT riamueposn, KOTOPBIH MOXET BbI3BaTh TOJOBHYH 0OO0Ib,
PacCTPOMCTBO XKeyAKa U JUapEro.

4.5 B3aumoneiicTBHe ¢ [PYIMMHM JeKAPCTBEHHbIMHM IpenapaTtamMM M [pyrue BH/IbI
B3aMMO/EHCTBUA

Cnenyer wu30erarb  OJHOBPEMEHHOIO  TNpUMEHEHuss uOympodeHa co  ClIeAyIOIIHUMU
JIEKAPCTBEHHBIMU CPEACTBAMU:

AlleTHUIICaTUIIMIIOBAsl KUCIIOTA: 3a UCKIIOYEHHEM HU3KHX /103 alleTUJICAIUIUIOBON KUCIIOTHI (HE
Oonee 75 Mr B CyTKH), Ha3HAuU€HHBIX BPAayOM, IOCKOJBKY COBMECTHOE NMPUMEHEHUE MOKET
MOBBICUTh PUCK BO3HMKHOBEHHsS MOOOUYHBIX 3¢ ¢exroB. [Ipu ogHOBpeMEHHOM NpPUMEHEHUU
udymnpoden CHUKAeT MIPOTUBOBOCTIIAIIUTEIILHOE " AQHTUArPEraHTHOE JIEHCTBHE

AlETUJICATUIIMIOBONW KUCIOTHI (BO3MOYKHO MOBBIIIEHHE YacTOThI Pa3BUTHUSL OCTPOH KOPOHAPHOMH
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JI03bI alleTHIICATUIIMIOBON KUCIIOTHI, ITOCTIe Havaja nprueMa noymnpodena).

Hpyrue HIIBII, B Tom wuucne cenekruBHble wuHruomroper [lOI-2: crnenyer wusberarsb
OJIHOBPEMEHHOTO MPUMEHEHHUs ABYX U Oojee nmpenapatoB u3 rpynmnsl HIIBIT u3-3a Bo3mMoxxHOTO
YBEJIMUYEHUS pUCKa BOSHUKHOBEHHUS MOOOYHBIX 3((HEKTOB.

C 0CTOPOXKHOCTBIO IPUMEHSTH OJHOBPEMEHHO CO CIIEIYIOLIMMHU JIEKAPCTBEHHBIMU CPEJCTBAMMU:
AHTHKOAryJIsiHTBI M TpoMOonutuueckue mpenapatsl: HIIBII moryr ycunuBath 3¢ddexr
AHTUKOAryJISHTOB, B YaCTHOCTH, Bap(apuHa U TPOMOOIUTHUECKHUX ITPENapaToB.

I'unorensuBHbie cpenctBa (MHrHOUTOPHI AIID M aHTaroHWCTH aHTHOTEeH3WHA 1) U TUypeTHku:
HIIBIT moryT cHmkath 3QQEeKTUBHOCTh MpPENapaToB 3THX rpynm. JAUypeTHKH U MHTHOUTOPHI
AII® moryT nossimath HeppoTokcuuyHocTs HITBII.

[ MIOKOKOPTUKOCTEPOUIbI: TOBBIMICHHBI puck oOpasoBanus 3B JKKT wu  kemymgodHo-
KHILIEYHOTO KPOBOTEUEHHSI.

AHTHArperanTsl U CEJIEKTHBHBIE MHIMOUTOPHI OOpAaTHOTO 3axXBaTa CEPOTOHWHA: TOBBIIICHHBIN
PUCK BO3HUKHOBEHUS KEIIYJOYHO-KAIIEYHOTO KPOBOTECYECHUS.

Cepaeunble IIIMKO3UIbl: OfHOBpeMeHHOe HasHaueHne HIIBII u cepaeuHbIX MIMKO3UA0B MOKET
MPUBECTU K YCYTYOJCHHMIO CEpIEYHON HEAOCTATOYHOCTH, CHUKEHHIO CKOPOCTH KIyOOUKOBOM
(GuIbTpaUK U YBEIMUYEHUIO KOHIIEHTPAL[UHN CEPACYHBIX TJIMKO3UO0B B I1JIa3M€ KPOBH.
[IpenapaThl TUTHS: CYLIECTBYIOT JaHHBIE O BEPOSITHOCTH YBEJIIMYEHMS] KOHLICHTPALUU JINTUS B
ma3Me kpoBu Ha pone nmpumenenus HIIBII.

MeTtoTpekcat: CynecTBYIOT JaHHBIE O BEPOSITHOCTH YBEJIMYEHHs KOHLIEHTPALUU METOTPEKCaTa B
m1asme kpoBu Ha ¢pone npumenenus HIIBII.

[{uknocnopuH: yBEIUYEHHE pPHCKAa HE(POTOKCUYHOCTH NPU OJHOBPEMEHHOM Ha3HAUYEHUU
HIIBII u nukiocnopuHa.

Mudenpucron: npuem HIIBII cinenyer HauaTh He paHee, yeM depe3 8—12 nHelt mocne npuema
Mmugenpucrona, nockosbky HIIBII MmoryT cHrkath 3peKTHBHOCTh MU(ETPUCTOHA.
Takponumyc: npu onHoBpemMeHHOM HazHayeHnu HIIBII u TakponuMyca BO3MOKHO yBEITUUYEHUE
pHcka He(POTOKCUYHOCTH.

3unoBynuH: onHoBpeMeHHoe npumeHeHnne HIIBII u 3uzmoBynnHa MOXeET TIpUBECTH K
MOBBIIICHUIO F€MaTOTOKCUYHOCTH. VIMeroTcsl JaHHbIE O MOBBIILIEHHOM PUCKE BO3HUKHOBEHHS
remMapTpo3a u remaroM y BUY-monoXUTENBHBIX TAIMEHTOB € TreMOUINEH, MOIyYaBIINX
COBMECTHOE JICUeHHUE 3UI0BYJTUHOM U HOYTIPOhEHOM.

AHTHOMOTHKM XHHOJIOHOBOTO PsJia: y MAallMEeHTOB, Moayyaromux coBMecTHoe edenne HIIBIT u

AHTUOMOTHKAMU XHUHOJIOHOBOI'O psAaaa, BOBMOKHO YBCJIIMYCHUE PUCKAa BOSHUKHOBCHUA CyJOPOT.
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4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

He cnenyer mpumensars HIIBII xenmunam c¢ 20-0if Hemenu OEpeMEHHOCTH B CBSI3H C
BO3MOXXHBIM Pa3BUTHUEM MAJOBOJAMS W/WIJIM MATOJIOTUU NTOYEK Y HOBOPOXKACHHBIX (HEOHATalbHAas
noueyHast auc@yskius). Ilepen mpumenenwem mpenapara npu OEpeMEHHOCTH B CpPOKe 10
20 Henmenu cneayeT MPOKOHCYIBTHPOBATHCS C BPAUOM.

JlakTanus

[lepen  mpuMeHeHueM TMpenapara B  [EpPUOJ  TPYJHOTO  BCKapMJIMBaHHUS  CIEAyeT
MIPOKOHCYJIETUPOBATHCS C BPAYOM.

DdepTUabHOCTD

Jlannbie 10 GepTHIIEHOCTH OTCYTCTBYIOT.

4.7. Bunsinue Ha CNOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHU3MaMH

HaIII/IeHTaM, OTMCHYAIOIIUM T'OJIOBOKPYKCHHEC, COHJIMBOCTD, 3aTOPMOKCHHOCTh MJIM HAPYLICHUSA
3peHuss Tmpu mnpuemMe uOynpodeHa, cieayeT wu30eraTb BOXICHHUS AaBTOTPAHCIIOPTA WA
yOpaBIeHUS MEXaHU3MaMH.

4.8. HexkennaTeibHbIe peakunu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Puck BO3HUKHOBEHHS TIOOOYHBIX A(PPEKTOB MOKHO CBECTH K MHHHUMYMY, €CIIM TpPUHUMATH
npenapar KOPOTKMM KypcoM, B MHUHMMaibHOM 3(ddekTuBHON 103e, HEoOXoauMoH ais
YCTPaHEHUS! CUMIITOMOB.

[ToOounble 3P PEeKThl MPEUMYIIECTBEHHO SBISIIOTCS J0303aBUCHUMbIMU. HipkenepeuncieHHbIe
noOOYHbIE PEAKIMM OTMEYAJIUCh MpPH KPAaTKOBPEMEHHOM IpueMe ulynpodeHa B J03ax, He
npebimatomux 1200 mr/cyt. Ilpu nedeHHHM XpOHMYECKHX COCTOSHUM W TMPH JJIUTEIHHOM
NPUMEHEHUH BO3MOXHO MOSBJICHUE IPYTHX MTOOOUHBIX peaKIuii.

PesroMme HexxenaTeabHbBIX PEAKIINT

OreHka 9acTOTHl BOSHUKHOBEHHS TOOOYHBIX PEaKIMil MPON3BEACHA Ha OCHOBAHUH CIICAYIOLIHX
KpuTepueB: o4eHb yacToie ( > 1/10), vactsie (o1 > 1/100 mo < 1/10), meuactsie (ot > 1/1000 mo <
1/100), penkue (ot > 1/10 000 go < 1/1000), ouens peaxue (< 1/10 000) , yacToTa HeU3BECTHA
(1TaHHBIE MO OLIEHKE YaCTOThI OTCYTCTBYIOT).

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

. OdeHp penkue: HapyNIEHUS KPOBETBOPEHUS (aHEMWsl, JICHKOMEHHUS, arulacTUYecKas
aHEeMHs, TEeMOJHMTHYECKas aHEeMHUs, TPOMOOIUTOINEHHUS, TMAHIUTONCHHUS, arpaHyJIoOIHUTO3).
[lepBBIMH CUMITTOMAaMU TaKUX HapyIICHHUH SBISIFOTCS JTMXOpaKa, 00JIb B TOpJIe, TOBEPXHOCTHBIC

SA3BBI B IMOJIOCTHU PTa, FpI/IHHOHOJIO6HI)Ie CHUMIITOMBEI, BBIpaXCHHAaA cna6ocn>, KPOBOTCYCHUA U3
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Hapywenus co cmoponvl uMMyHHOU cucmembl

. HedacTble: peaknuu TUIEPYYBCTBUTEIBHOCTH — Hecnenupuyeckne amiepruyeckue
peakuuu U aHaQWIAKTHYECKHE pEaKlUH, pPEaKIHH CO CTOPOHBI JAbIXaTEeIbHBIX MyTel
(bpoHxmanbHast acCTMa, B TOM YHCIIe €€ 000CTpeHHne, OPOHXOCIA3M, OJIBIIIKA, JUCITHO?), KOJKHBIC
peakuuu (3y[, KpanuBHHILIA, My pIrypa, oTek KBuHke, skconnaTuBHbie 1 Oyiie3HbIE AEPMATO3BI,
B TOM 4YHCJI€ TOKCHUYECKHUI 3MHIepMabHbI HeKponu3, cunapom Jlaitemnna, cunapom CtuBeHca-
JI>xoHcoHa, MynbTU(OPMHAs SpUTEMA), aJUIEPTUYECKUN PUHUT, 203UHOPUITHS.

. OueHb peAKue: TSKENble PeaKklMM TUIEepPYyBCTBUTEIBHOCTH, B TOM YHCIE OTEK JIMIIA,
S3bIKa W TOPTaHW, OJBIINIKA, TaXWKapAWsA, apTepHajbHas TUNOTEH3Us (aHapMIaKChs, OTEK
KBHHKE WK TsHKENbIH aHApMIAKTUYECKUN TIOK).

. YacroTa HEM3BECTHA: BHE3AlTHOE HAuyalo JUXOPAJKH, TIOKPACHEHUE KOXKH WIH
MHOKECTBO  MEJKHUX MYyCTyd (BO3MOXXHBIE CHMIITOMBI ~OCTPOrO  T'€HEPAIU30BAHHOTO
HK3aHTEMAa3HOT'0 IyCTYyJIe3a) MOXKET BOSHUKHYTh B TEUCHHUE TEPBBIX 2 THEH JICUCHHS.

Hapywenus co cmoponvl nepenoti cucmembl

. Heuacrtsie: ronoBHas 60Jb.
. OueHp pexakue: acenTUYECKMH MEHMHIMT (y TMalUeHTOB C ayTOMMMYHHBIMH
3a00JIEBaHUSAMH).

Hapywenus co cmoponwl cepoya

. YacToTa HEM3BECTHA: CEp/leUHasi HEIOCTaTOYHOCTb.

Hapywenus co cmoponul cocy0os

. YacroTa HeusBecTHa: nepudepudeckue OTeKu, MpU IIUTEIbHOM MPUMEHEHUH MOBBILIEH
PUCK TPOMOOTHYECKHUX OCJIOKHEHUH (Hampumep, MH(ApKT MUOKap/a, WHCYJbT), MOBBIIICHHUE
apTepHAJILHOTO J1aBJICHUS.

Hapywenus co cmopoHbl ObixamenbHou cucmembl, opeanos 2pyOHOU KIemKU U cCpeooCmenUs

. UYacToTra HensBecTHA: OpOHXHUATbHAS aCTMa, OPOHXOCIa3M, OJIBIIIIKA.
IIpouue
. OdeHb pekue: OTEKH, B TOM YHcIe epudepruuecKue.

Kenyoouno-kuuieunvie HapyueHus

° Heuacrtrle: 00ib B JKHBOTC, TOIITHOTA, JUCIICIICHA.
. Penkue: nuapesi, MeTeopusM, 3arop, pBOTa.
. Ouenp penkue: TmeNTHYeCKas s3Ba, nepdopanus WM  KEITyTOYHO-KHUIICUHOES

KPOBOTCUCHHE, MEJICHA, KPOBaBasi pBOTA, I3BEHHBIN CTOMATHUT, TaCTPHT.
. YacToTa HeM3BeCTHA: 00OCTPEHHUE SI3BEHHOT0 KoJuTa U 0one3Hn Kpona.

Hapywenus co cmoponvl neuenu u sxcenueabl8o0auux nymeti
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. OueHb penkue: HapymeHUs! GYHKIUH MGICHH.

Hapywenus co cmopoHul Kodcu u NOOKONHCHbIX MKaAHel

. YacroTa HeW3BeCTHA: dpUTeMa MYyJIbTU(GOPMHAS, SKCPOTUATHBHBIA EPMATUT, CUHAPOM
CruBeHca-J[>koHCOHA, TOKCHMYECKUH »muaepMalbHbIi Hekposms, DRESS-cunapom, octpsrii
TeHEPATM30BAHHBIN YK3aHTEMATO3HBIN ITyCTYJIE3.

Hapywenus co cmoponwvl nouex u mouesvi8005auux nymeil

. OdeHp peakue: oOCTpas IOYeYHAs HEJIOCTATOYHOCTh (KOMIICHCHPOBAaHHAs U
JICKOMITCHCHPOBaHHAs1 ), 0COOCHHO MPH JUTUTESILHOM MPUMEHEHUH, B COYCTAHHH C TIOBBIIICHUEM
KOHIICHTPAIMX MOYEBUHBI B TJIA3ME KPOBH H MOSIBICHUEM OTEKOB, MATMILISIPHBIA HEKPO3.

Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

. TeMaTOKPUT MM TEMOTTIOONH (MOTYT YMEHBIIATHCS)

. BpeMsl KpOBOTEUCHHMsI (MOXKET yBEJTUUNBATHCS)

. KOHIIEHTPALUs TIFOKO3bI B IJIa3Me KPOBHU (MOKET CHUKATHCS)

. KJIMPEHC KpeaTUHUHA (MOKET YMEHbIIAThCSI)

. IJ1a3MEHHasl KOHLIEHTpAI|s KpeaTUHUHA (MOXKET yBEIMYUBAThHCS)
. aKTUBHOCTh «II€UEHOYHBIX» TPAaHCAMUHA3 (MOKET MTOBBIIIATHCS)

[Tpu nosBneHuu MoOOUYHBIX 3(G(HEKTOB cleayeT MPeKpaTUTh MpHEeM Mpenapara U 00paTUTHCS K

Bpauy.

Coo0111eHHE 0 HEXKEIATEIbLHBIX PEAKLIUIX

Baxxno coo0miate 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEaKIUsAX I0Clie PETUCTpalluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYEeTCs
co00IIaTh O JIOOBIX TOJI03PEBAEMBIX HEKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mperapara
yepe3 HallMOHAJIBHBIE CHCTEMbI COOOIIEHUSI O HEeKEIaTeNbHBIX PEaKIUsIX rOCyJapCTB - YICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccniickas @enepanns

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl Iiiomansp, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMaLMOHHO-TEIEKOMMYHUKAMOHHON CeTH «HTepHeT™:!

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CUMOTOMBI

vy }IeTeﬁ CUMIITOMBI NEPECAOZUPOBKH MOTYT BO3HHUKATH ITOCJIC IMPUEMa 035l npeBLIma}omeﬁ


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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400 mr/kr Macchl Tena. Y B3pOCIHBIX J10303aBHC

ITepuox nonyBbIBEACHUS IIpeNapaTa Npyu Nepeao3upoBKe cocTasisieT 1,5-3 daca.

CHUMIOTOMBI: TOIIHOTA, PBOTA, 0OJb B AMHUracTPaJbHOM O0JACTH WM, peXe, Auapes, IIyM B
yIlIax, rojoBHas 0OJib M >KEIyJOYHO-KHUILIEYHOE KpoBOoTeueHue. B Oonee TKeNbIX cClaydasx
HAOJI0/IAI0TCS MPOSIBIICHUS CO CTOPOHBI LIEHTPAJIbHON HEPBHON CHCTEMBI: COHIMBOCTb, PEAKO —
BO30YKJIEHHE, CyJOpOTH, e30pUeHTalus, KoMa. B ciaydasx TSDKEIOro OTpaBIIEHUS MOXKET
pa3BUBATbCA METAOOMMYECKU alu03 U yBEIHMUCHHE MPOTPOMOMHOBOTO BPEMEHH, MOYECYHAS
HEJOCTAaTOYHOCTh, IOBPEXKICHHE TKAHU [€YCHU, CHIDKEHHE apTEepHabHOTO JaBIICHUS,
YTHETEHUE JbIXaHUS U [IMaHO3. Y MAlUeHTOB ¢ OpOHXHAIBLHOW acTMOW BO3MOXKHO 00OCTpEeHHE
ATOTO 3a00JICBAHMUSL.

Jleuenue

CumnromaTnueckoe, ¢ 00s3aTeNbHBIM 00eCredYeHneM MPOXOAUMOCTH JbIXaTeIbHBIX MyTEH,
MouutopuHroM JKI' 1 OCHOBHBIX MOKa3aTesei )KU3HEAEITeIbHOCTH BILUIOTh 0 HOPMAallU3alluu
COCTOSIHUS TIAIIEeHTa. PexoMeHnayercs nepopajibHOe MPUMEHEHNE aKTUBUPOBAHHOTO YTJIS WIIH
NPOMBIBaHHE JKETyAKa B TeUeHHWE | yaca mocie mpuemMa MOTEHIMAIbHO TOKCHYECKOW 03B
ubymnpodena. Ecnu ubynpoden yxe abcopOupoBaicsi, MOXKET ObITh HAa3HAYEHO MIEIOYHOE
MUTHE C LIETBI0 BBIBEACHHS KUCIOTO MPOU3BOJHOrO HMOympodeHa mnodykamu, GpopcrupoBaHHBIN
muype3. YacTele WIM TPOAODKHTEIBHBIC CYIOPOTH CIIEIYyeT KyNMUPOBaTh BHYTPUBEHHBIM
BBEJCHWEM JHa3ernaMa WM Jiopasenama. llpm yxXyamenun OpOHXHAIBHOW — acTMBI
PEKOMEHIyeTCs IPUMEHEHHE OpPOHXOUIATaTOPOB.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1 ®apmakoaMHaMHYecKHe CBOMCTBA

dapMakoTepareBTHYECKas TPyMMa: MPOTHUBOBOCTIAIIUTEIbHBIE ¥ MPOTUBOPEBMATHUECKUE
npenapaTsl; HECTEPOUIHBIE MPOTHBOBOCHIAIUTEIbHBIE U MPOTUBOPEBMATUYECKUE TMpENaparhl;
MIPOU3BOHBIC TPOMTUOHOBOM KUCIIOTHI.

Kox ATX: MO1AEO1

Mexanusm aeiicteus U hapMakoauHaMudeckne YOG EKTHI

Mexanusm feiictBus uOynpodeHa, MNPOU3BOAHOTO MPONHMOHOBOM KHCIOTBI U3 TPYIIIBI
HECTEPOUIHBIX MPOTHBOBOCTIAIMTENbHBIX Mpenaparos (HIIBII), o6ycnoBnen nHrubupoBanuem
CHHTE3a IMPOCTArTaHIMHOB — MEIHATOPOB OO0JIM, BOCHAIEHUS M THUIEPTEPMHUUECKON PEaKITHH.
Hewusbuparensro Onokupyer mukimookcurenasy 1 (IIOI-1) m mukmookcurenasy 2 (11OT°-2),
BCJIEJICTBHE YEero TOPMO3UT CHHTE3 MpocTarjaHauHoB. Kpome Toro, mbympodeH obpaTUMo
UHTUOMpYeT arperanuio TpomMoOoruToB. OkaspiBaeT 00e3001uBaloIIee, KApOIOHIKAIOIIEee U
POTHBOBOCTIAMTENBHOE JIeiiCTBHE. AHaJIbre3upyroniee neicTBue HamboJiee BBIPAXKEHO MpPHU

00JIIX BOCHAIMTENILHOTO XapakTepa. [leficTBue npemnapaTa mpooiKaeTcs 10 8 4acoB.
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5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOcopOumsi — BBICOKAsi, OBICTPO M MPAKTUYCCKH IOJHOCTHIO BCACHIBACTCS W3 JKEITYJOYHO-
kumedHoro tpakta (JKKT) (cBs3b ¢ 6enkamu mna3mer kpoBu — 90 %). [Tocne mpuema npenapara
HATOLIAK Yy B3pOCHBIX HOympodeH oOHapyKuBaeTcsi B IUIa3Me KpOBH uepe3 15 MUHYT,
MakcuManbHas KoHueHTpauus (Cmax) uOympodeHa B Mmia3Me KpPOBHU JOCTHUTaeTCs uepes
60 munyt. [lpuem mpemapata BMecTe ¢ €0 MOXET YBEIUYHMBATH BPEMsl JOCTHKCHHS
makcumainbHOU KoHIeHTpaluu (TCmax) 10 1-2 yvacos. Ilepuoa nonyssiBenenus (T12) - 2 yaca.
MenneHHO TpPOHUKAaeT B IOJOCTb CYCTaBOB, 3aJ€PKUBAETCS B CHHOBHAIBHON KUAKOCTH,
co37aBas B Hel OOJIbIITME KOHIICHTPAIMK, YeM B miazme KpoBH. [locie abcopOuum okono 60 %
(apMaKoIOTHUYeCKl HEaKTHUBHOM R-(popMmbl MeaneHHO TpaHCPOPMHUPYETCSI B aKTHBHYIO S-
dopmy. [Toasepraercst MmeTabonu3My B MedeHH. BRIBOAUTCS MOYKamMul (B HEU3MEHEHHOM BUJIE HE
6osee 1 %) 1, B MCHBIIICH CTEIICHH, C KEITYbIO.

B orpanuueHHbIx uccineaoBaHuax uOymnpodeH oOHapyXHUBaJCs B TPYJHOM MOJIOKE B OYEHBb
HU3KUX KOHIEHTpAIUIX.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[Tomucop6at-80 (TBUH 80)

['munepon

MaseTuTor KuaKui

Cyxkpanoza

JIMMOHHOM KHCIIOTBI MOHOTUIPAT

Harpus uutpara nuruapar (HaTpust UTpaT 2-BOAHBIN)

Kamenp kcanTanoBast (KCaHTaHOBAsI CMOJIA)

Hatpus xiopun

Homudena 6pomu

Apomaruzarop KJIyOHUYHBIN

Bona ounienHas

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

CpOK TOAHOCTH MOCIE BCKPHITHS (PriakoHa — 6 MecsIIeB

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuUTH IpU TeMnepaType He Boimre 25 °C B OpUrHHAIBHON yrakoBKe ((akoHe).
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6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIJKOBKH

[To 150 mu BO (hi1akOHBI OPaHKEBOTO CTEKJIa C BUHTOBOM TOPJIOBUHOMN, YKYITOPEHHBIE IPOOKaMu
U3 TIOJMATHIICHA BBICOKOTO JIABJICHUS UM KPBIIIKAMUA HABUHYMBAEMBIMU C/0€3 KOHTPOJIS TIEPBOTO
BCKPBITHS U3 MTOJIMATUIIEHA HU3KOTO JaBJICHUS.

[To 150 mMa Bo (hakoHBI HMOJMMEPHBIE M3 IMOJMITHICHA BBICOKOTO JABJIEHUS C KpPBIILIKAMHU
HaBUHYUBACMBIMH ¢/0€3 KOHTPOJISI IEPBOTO BCKPBITHS U3 TIOJIMATHIICHA HU3KOTO JIaBJICHUS.

[To 150 M Bo ¢uakoHBl M3 NOJIMATHWIEHTEpedTaIaTa, YKYNOpPEHHbIE KOJMayKaMu U3
HOJMATUIIEHA HU3KOTO JAaBJICHHS.

[Tox xpbIIKOH pacronaraercs agantep JUisl LINpUIa, J0IyCKaeTcs yIakoBka 0e3 ajanrepa.

Ha xaxapiii (1akoH HAKJIEUBAIOT CAMOKIICSIIYIOCS STUKETKY.

Kaxnplii ¢nakoH ¢ HHCTPYKUIMEH N0 MEIUIMHCKOMY NPUMEHEHUIO IMOMEIIAIOT B MauKy
KapTOHHYI0. B KapTOHHyIO0 yNakoBKy (IauKy) MOTYT BKJaJbIBaTh IUIACTUKOBBIM MepHBIN
CTaKaHYMK BMECTUMOCTHbIO 30 MJ M3 MOJMOPONMICHA HU3KOTO JABJIEHUS WIIM IUIACTHUKOBYIO
MEPHYIO JIO)KKY BMECTUMOCTBIO 5 MJI U3 MOJIUIPONHIEHA HU3KOTO JIaBJICHUS WU JO3UPYIOLIUI
HITPUI] BMECTUMOCTRIO 5, 10, 15 mut.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPHM  YHMYTOXXEHMH  HMCIOJIb30BAHHOIO
JeKAPCTBEHHOr0 Ipenapara WJIH  OTX0A0B, MOJYYeHHbIX I0CJle TPUMEHEHHUs
JIEKapPCTBEHHOI0 Npenapara, 1 Apyrue MaHuNyJIsiMU ¢ penapaTomM

Het oco06pix TpeboBaHuii.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

Axmmonepnoe 0611ectBo «IPKADGAPM» (AO «OPKADAPMy)

107005, r. Mocksa, yi. bakynunckas, 1. 14

7.1 IlpeacraBuTenb AepKaTelisi PeriCTPANMOHHOIO YI0CTOBEPEeHHSI.

[Tperen3un norpeduTeneit HaNPaBIATh 110 ATPECY:

Poccniickas @enepanns

00O «Tynbckas dhapmaieBTudeckas hadpukar»

300004, r. Tyna, Topxosckuii mpoesn, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPALIUOHHOI'O YIOCTOBEPEHUS

9. TATA NEPBUYHON PETUCTPAIIMUA (IIOATBEPXJIEHUA PETMCTPAIIUMN,
MNEPEPETUCTPALIUN)

Jlata nmepBoii peructpanuu:
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10. IATA IEPECMOTPA TEKCTA

OOmas  xapaktepucTuka JekapcTBeHHoro mpemnapara WBYIIPO®EH nocrynmna Ha
MHPOPMALIMOHHOM mopTane EBpasuilckoro 35KOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKaIMOHHOM cetn « HTepHe™ http://eec.eaeunion.org.



http://eec.eaeunion.org/

