COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 30.07.2024 N= 1620

WHCTE yKHmI'I OCNEOOBATENEHOCTE 0002)

I[10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Bona nas nabeKnui

PerncrpauuoHHblii HOMep:
Toprosoe HanMeHoBaHue: Boja 1Jis1 ”HBEKIUA
MexayHapoaHOe HEMATEHTOBAHHOE UJIM TPYNINIMPOBOYHOE HAaMMeHoBaHue: Boia

JlekapcTBeHHast (opMa: pacTBOPUTENb Ui TMPHUTOTOBJICHUS JIEKAPCTBEHHBIX (GOPM  JUIS

HHDbEKIIUN
CocraB: Boja 011 HHBEKIHIL.

Onucanue

becnBerHas npo3payHas KHUIKOCTb O€3 3amaxa.

(DapMaKOTepaHEBTI/I'leCKaﬂ rpymnmna
I[pyr He HeJleueOHbIe cpeacrBa, paCTBOPUTCIIN H p336aBI/ITCJ'II/I, BKJIIO4Yas MHPPUTAlMOHHBIC

pPacTBOPBL.
Kon ATX: VO7AB

DapMaKoJIOrHuecKue CBOMCTBA

Dapmakoounamuxa

Bona s uabekuunit He o0nagaer GapMakoIOorHueckoil akTHBHOCTBIO. VIconb3yeTcsl B KauecTBe
pacTBOpUTENST M CIYXKWUT JJISi TPUTOTOBICHUS HH(Y3MOHHBIX U WHBEKLIHOHHBIX PACTBOPOB,
o0ecreunBasi ONTUMaJIbHbIE YCIOBHS I COBMECTUMOCTH U 3(PPEKTUBHOCTU CYOCTPATOB U BOABI.
DapmakoKunemuka

ITpy BBENEHMM NOCTOSHHO YEPENYIOUIEHCS BOABI M JJIEKTPOIMTOB MOJJIEPKAaHUE TOMEOCTa3a

OCYHICCTBJIACTCA ITOYKaMU.

Iloka3zaHus K NIPUMEHEHHIO

PactBopenne w© pa3BeAeHHE JIEKAPCTBEHHBIX INPEMApaTroB Uil WX IMapEeHTEPATBHOIO
(MHBEKIIMOHHOTO/UH(PY3MOHHOTO)  BBEJACHHMS  HEMOCPEJACTBEHHO  Iepe]  NPUMEHEHHUEM.
[Ipumensiercss ¢ 1eIbl0 TPUTOTOBJICHHUS CTEPMIIBHBIX HMH(Y3UMOHHBIX (MHBEKIIMOHHBIX)

PacTBOPOB U3 TTOPOIIKOB, JIMO(DHUIN3ATOB i KOHIICHTPATOB.
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Bo;[a JJIsL I/IH’beKI_[I/Iﬁ B KaQ4YCCTBC PACTBOPUTCIIA JICKAPCTBCHHBIX CPCACTB HC MPUMCHACTCA, C€CIIU

B KaueCcTBe 00513aTEILHOTO JJIs1 HEKOTOPBIX U3 HUX YKa3aH I[perfI PaCTBOPUTEIIb.

IIpumeHeHne npu 0epeMEHHOCTH M B IIEPHO/ TPYIHOT0 BCKAPMJIMBAaHUS
[IpumeneHne npu OEPEMEHHOCTM U B IEPUOJ TIPYJHOTO BCKAPMIIMBAHHS OIpPEIENSIETCS
MHCTPYKLMEH 110 IPUMEHEHHIO TOTO IIpenapaTta, A pa3BeleHUs KOTOPOro OyaAeT NpUMEHAThCS

BOJA JUIS HHBLEKIIUH.

Cnoco0d npuMeHeHMsI U 103bI

Crioco6 nmpuMeHeHHsl, 103a U CKOPOCTb BBEJICHHSI ONPEEISIOTCS HHCTPYKLIUEH 0 TPUMEHEHUIO
pacTBOpsSEeMBIX/pa30aBiIsieMbIX JIEKAPCTBEHHBIX IPEMapaToB B KaKIOM KOHKPETHOM Ciydae.
[TpuroroBneHre pacTBOPOB JIEKAPCTBEHHBIX MPENApaTOB C MPUMEHEHUEM BOJIbI ISl MHBEKIUM
OCYILECTBIIICTCSI B ACENTUYECKMX YCIOBUSX (BCKPBITHE amIlyJsl, HANOJIHEHUE UIIpHLA U
€MKOCTEM ¢ JIeKapCTBEHHBIMU IIpenapaTaMu).

[Mopsinok pabotel ¢ daakonom [lomudaak EH (dpnakon ¢ mopTom, mpeaHa3HaYSHHBIM JUIS

MPUCOSANHEHUS CTAaHAAPTHOU NH(Y3UOHHON CUCTEMBI):

1. BeprukanbHO pacmojoKuTh (JIaKOH HA TOPU30HTAIBHON TTOBEPXHOCTH.

2. CHATD KPBIIIKY.

3. Oo6paboraTs OPT (IiakoHa AS3UHPHUIHUPYIOIIAM CPEICTBOM.

4. TloarotoBUTh HH(PY3HMOHHYIO CHCTEMY.

5. B pa3meuenHyio ¢acky Ha mopTe MOA HPSAMBIM YIJIOM BCTaBUTh WIUN (MM UTIY JUIs
WHBEKIIH) 10 TUIOTHOTO KacaHusl FOOKU KamneJIbHUIIBI (MTi 0a00YKH UTIIBI 17151 MHBEKIIH ).

6. IlepeBepHyTh (pIaKOH M 3aKPENUTH CHCTEMY Ha HH(Y3MOHHOH CTOWKE (IITAaTHBE).

Ipumeuanue

o IIpu HeoOXoAMMOCTH BBEAEHUS JIEKAPCTBEHHOTO Ipernapara BBOJ JIEKAPCTBA OCYIIECTBIAThH
TOJIBKO Yepe3 pa3MeueHHYI0 (acky Ha moprte (iakoHa;

e Henb3st BBOAUTH HHDY3NOHHYIO CUCTEMY BO ()JIaKOH Ha Becy (WM Ha MH(PY3UOHHOH CTOMKe
(mTaTuBe));

o Ilpu ¢dopmupoBanuu «o3epa» B HH(PY3HMOHHOM CHUCTEME HENb3sl HaXUMaTh Ha (IakoH

(TaHHYI0 MaHMITYJISILIUIO MIPOBOJIAT MyTEM HaXKaTHs Ha KallelbHHUILY).

Ilo0ounoe neiicTBue
[ToGouHoe nelicTBUE omnpeaenseTcss MOO0YHbIMU A (deKTaMu JIeKapCcTBEHHOIO Mpemnapara, ajs

pacTBOPCHUA UIIN PA3BCACHUSA KOTOPOTO OBLII UCIIOJb30BaH PACTBOPUTCIIb.
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Ilepeno3upoBka

[Tocne BBeneHHs OONBIIMX OOBEMOB THIIOTOHHYECKHX PACTBOPOB, B KOTOPBIX B KadecTBE
pacTBOpHTes/pa30aBUTENs KUCIIOJB30Baach BOJA JJIS MHBEKIIMM, MOXET Pa3BUTHCS T'€MOJIU3.
[Ipy3Hakn W CUMIOTOMBI TEPEIO3UPOBKM Takke OyAyT CBS3aHBl CO  CBONCTBaAMU
pacTBOPEHHOr0/pa30aBICHHOTO JICKApPCTBEHHOTO mpemnapara. [Ipu ciay4ailHOW mepeso3upoBKe
JIeYCHHE JOJDKHO OBITh MpPEKpalleHO, a TMalWeHT JOJDKeH OBITh OOCIe0BaH Ha IMpeaMeT
BBISIBJICHHSI COOTBETCTBYIOLIUX TIPU3HAKOB U CHUMITOMOB, CBSI3aHHBIX C BBEJICHUEM
pacTBOPEeHHOIr0/pa30aBiIeHHOIO JIEKAPCTBEHHOro Ipermapata. HalmioneHue 3a MalMeHTOM

CJICAYCT MPOBOAUTH 0 PAa3pPCIICHHA CUMIITOMOB.

B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHBIMH CPeICTBAMU

[Ipu cMmemmBaHWM C JAPYTUMHU JIEKAPCTBEHHBIMH CpelCcTBaMU (MH(Y3HOHHBIE PaCTBOPHI,
KOHIEHTPAThl Ui MPUTOTOBIEHUS WH(PY3MOHHBIX PACTBOPOB, HHBEKIIMOHHBIE PACTBOPBI,
MOPOIIKHU, CYXHE€ BEIIEeCTBA JJIA MPUTOTOBJICHHUS HWHBEKIIMOHHBIX PACTBOPOB) HEOOXOJIUM
BU3yaJIbHBIH KOHTPOJb HAa COBMECTUMOCTh (MOXKET HMETh MECTO XHUMHUUYECKas WIH

dapmalieBTUYECKas HECOBMECTUMOCTH ).

Oco0ble ykazanus

Bona s mHbBeKkuuMi He MOXKET OBITh HpPSIMO BBEJEHA BHYTPHUCOCYJIHUCTO H3-3a HU3KOIO
OCMOTHYECKOTO JaBiieHHs (puck remonu3al). Hemb3s cMmemmBarh ¢ BOAOW ISl MHBEKIMMA
MacJIIHble PAcTBOPBI Ul HMHBEKLIMMU. JlekapCTBEHHbIE CpENCTBA, KOHUEHTpALMS KOTOPBIX
JOJKHA OBITh B OMNpEAENEHHBIX TpaHUIaX, pa30aBISIOT BOJIOW MAJII MHBEKIHMHA TOJIBKO B
yKazaHHbIX mpenenax. OcoObli KOHTPOJIb 3a KOJMYECTBOM BBOJAMMBIX  pacTBOpPOB,
MMPUTOTOBJICHHBIX C HCIIOJbB30BAHUEM BOJbLI IJIA I/IH'BGKHI/IfI, Tpe6yeTC$[ Y HOBOPOXICHHBIX U
MaJICHbKUX JIeTeH, Y KOTOPBIX Ja)Ke IIPU BBEACHUU HEOOIBIINX 00HEMOB BO3MOKHBI HAPYIIICHUS
BOJIHO-DJIEKTPOIUTHOTO Oananca. [Ipu HapylieHnn repMeTUYHOCTH, TIOMYTHEHUH COAEPKHUMOTO
Ipenapar He CIeAyeT UCIONIb30BaTh.

JlonyckaeTcst 3aMopaxMBaHUE MPU TPAHCIIOPTUPOBAHUU.

Bansinne Ha cIOCOOHOCTB YIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHM3MaMHU

BnusHue Ha CIOCOOHOCTH K BBINOJHEHUIO MOTEHIMAJIBHO OIACHBIX BHJIOB JIESTEIHLHOCTH,
TpeOyIONINX TMOBBIIIEHHON KOHIEHTPAallMd BHUMAaHUS M OBICTPOTHI TCUXOMOTOPHBIX peaKluit
(ympaBlieHHE TpPaHCIOPTHBIMHM CpeACcTBaMM, paboTa C JBIXKYIIMMHUCS MeEXaHHW3MaMH, padboTa
JMCIIeTYepa M OIepaTopa) OIpeNessaeTcsl CBOWCTBAMM JICKApCTBEHHOIO Ipenapara, Juls

pacTBOPCHUA UIIN PA3BCACHUSA KOTOPOTO OBLII UCIIOJb30BaH PacCTBOPUTCIIb.
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®opMa BbINTYCKA

PacTBopuTenh 1715 IPUTOTOBIICHUS JIEKAPCTBEHHBIX (DOPM ISl UHBEKIIUH.

ITo 1, 2, 5 v 10 M B ammysbl U3 MOJMATWICHA HU3KOW IJIOTHOCTH WM TOJMIPOIHIICHA
(ITonuTBHCT) CO CKPYUYMBAIOLIUMCSl KOJIMAYKOM JUIsi O€3bIrOJIbHOrO 3abopa mpemnapara,
u3rotopiieHHbie 1o  TexHojoruu  "blow-fill-seal"  «BbIIyB-HamONHEHME-TEpMETH3AIIHS
(Bottelpack®) w3 rpaHyn HOMMATHIEHA WM MONMIPONMIEHA IS IIPOM3BOACTBA MEIMIIMHCKOM
MPOIAYKIMH WM MOJHUATUIICHA WIN MOJUIIPONUIICHA JJIsi IPOU3BOJICTBA IJIACTUKOBOW YITaKOBKHU
JIEKapCTBEHHBIX MpENapaToB, BKIOYas WH(Y3UOHHBIE PACTBOPHI, WM U3 MOJUITHIIEHA HU3KOU
IUIOTHOCTH (BBICOKOTO JAABJICHHS), MJIM M3 TIOJIMATHIICHA UIIH MOJUIPONUIICHA 11 MH(PY3MOHHBIX
Y MHBEKITMOHHBIX TIPETapaToB.

Ha xaxnayio ammyiay HAHOCAT MapKHpPOBKY METOAOM IeYaTH WM HAaKJIEWBAIOT ITUKETKY W3
OyMaru 5TUKETOYHOH WM TUCYEH, WM CaMOKJICSIYHOCS.

ITo 5, 10, 20, 50 nan 100 ammys BMecTe ¢ MHCTPYKIMEHN IO IPUMEHEHUIO IOMEIIAIOT B MAYKY U3
KapToHa U1 NOTPEOUTEITHCKON TapHl.

ITo 100, 200, 250, 400, 500 uu 1000 M Bo (rakoHb! ToJMNIpONIHMIICHOBBIC (He conepkar [1BX),
usrotopiieHubie 1o texuojoruu  "blow-fill-seal”  «BbIIyB-HaMONHEHUE-TEpPMETH3AIIHSY
(Bottelpack®) u3 rpamyn monumponmieHa mis MHGY3HOHHBIX W MHBEKIMOHHBIX IIPENapaToB.
®naKoHBI UMEIOT 2 THUIIA.

Tun 1 (Ilonudmnak) — ¢uakoHbl MONMUIPONUICHOBBIE C 3alasHHOW TOPJIOBUHOM, C
CaMOCMAJAOMIMMCSl  KOPITyCOM, CO INKaJOW M MeTiel-Aep)karesnieM, ¢ IPUBAPEHHBIMU
MOJIUTIPOITMIICHOBBIME KoJimadykamu. Koimadku MOTYT OBITh ¢ 2-MsI OT/JICTBHBIMHA CTEPUIHLHBIMA
MOPTaMH, 3aKPBITBIMH  3AIIUTHBIMU  TTOJUMPOTMJICHOBEIMHA ~ 3aryIyIIKaMHu, JHOO0 HMETh
2 CcTepwIbHBIX TIOpPTa, 3aKPHITHIX 3aIIMTHON amlOMUHUEBON Qonbroil. B crmydae ¢ 2-ms
OTJICTbHBIMU CTEPHJIBHBIMU TOPTAMH TPU BCKPBITHH OJHOTO TOpPTa CTEPUIBHOCTH JIPYrOro
COXpaHSeTCs.

Tun 2 (Ilomudnak EH) — ¢@uakoHbl NOJUMIPONMICHOBbIE C 3alasHHON TOPJIOBUHOW, C
CaMOCMAJAIOMIMMCsl  KOpPIYCOM, CO IIKaJOM M  HeTiei-aepxkareneM, M TOJOBKOM,
npeIHa3HaYeHHON ISl IPUCOEAMHEHUS CTaHIapTHON MH(Y3UOHHOM cucTembl. Kaxplii ¢uiakon
3aKpBIBACTCS TOJUIIPONUIICHOBON KpBIIKOK. JlomyckaeTcss oOepThiBaHHE Kaxaoro (iakoHa
TIJIEHKOM.

Ha moBepxHOCTH (h1akoHA MM KOJIMadke (prrakoHa JOMyCKaeTcsi HAHECEHHE BHYTPEHHETO KOja
MPOIYKIIHH.

Ha q)HaKOH HAKJICUBAIOT 3TUKCTKY U3 6YMaFI/I A3TUKETOYHON WU HHquﬁ, HJIN CAaMOKIJICAITYIOCA.
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NOTPEOUTENTHCKON Taphl.

Ha mauky u3 kapToHa MOTYT OBbITh HaKJIEEHBI TOJIOIPAMMBbI WJIH IJICHKHU JIJISI KOHTPOJISl IIEPBOTO
BCKPBITHS.

Jlna cmayuonapoe

ITo 36 ¢dnakonoB mo 100 mur wiu o 20 dmakonoB mo 200, 250, 400 wiu 500 M, umu 1o
10 ¢makonoB mo 1000 M1 BMecTe ¢ MHCTPYKIIMEH 11O MPUMEHEHHUIO TTOMEIIAI0T B TOGPOKOPoO 13
KapTOHa JJi MOTPEOUTENHCKON Taphl WM B JIOTKH U3 TOPPUPOBAHHOTO KapTOHA, OOEPHYTHIE
TEPMOYCaJOYHOM IIJIEHKOM.

Hna  nocnedyroweli  KomMuaeKmayuu ¢ JeKAPCMEEHHbIMU  Npenapamamu — Opyeumu
npOU3800UMENIMU

Ot 500 mo 3000 ammyn mo 1, 2, 5 wiu 10 mMa nmomemaioT B roppokopoOd U3 KapTOHA s

OTPEOUTETBCKOM Taphl.

YciaoBust XxpaHeHust
[Ipu Temneparype He Boie 25 °C.

XpaHUTh B HEJOCTYITHOM IS JIETEeH MecTe.

Cpok rognocTu
3 rona.

He MMPUMCHATH 11O UCTCUCHUU CpOKa I‘O,[[HOCTI/I!

YcaoBus ornycka

OTITyCKarOT MO perenTy.

IpousBoauTens/Opranuzanusi, IPUHAMAIOLIASI IPETEH3HHN MOTPeOUTEISI
00O «I'porekey», Poccus

195279, Cankr-IlerepOypr

Wunycrpuanehsiii np., 1. 71, kopm. 2, aut. A

Ten.: +7 812 385 47 87

dakc: +7 812 385 47 88

www.solopharm.com



