COTJIACOBAHO
cnb PyicoBomrens
1

o ipumeneruto [lapanerama-AB3 cBuEBSIM, TesTam, STHSTAM 1 LBIUIATaM-0poiinepam B
Ka4ecTBe aHaJII:re3I/IpyIOIHeI“O H JKapOIIOHHUXAIOIIEr O nIpenapara

(opranm3anus-paspaboraux: 000 «Apean Menukan»; Poccus, 129329,
r. Mocksa, yi. Konscxkas, 1. 1)

I. Obmwue crenenus

1. ToproBoe mammenosamue JICKAapCTBCHHOTO npenapata: Ilapameram-AB3 (Paracetam-
AVZ).

Mexnynaponsoe HemarenToBaHHOE HavMEHOBAHHUE: ITapaneTaMoll.

2. JlexapcrBennas dopma: PacTBOD NI OpaIbHOTO IPHMEHEHHS.

[Tapaneram-AB3 B kauecTre JEUCTBYIOIIETO BEIIECTBA COACPKHUT mapaneramona — 300 mr/aur
U BCIIOMOTaTEJbHBIE BEIIECTBA: OCH3MIIOBEI CIHPT, HaTpus OeH30ar, a3opybuH (E-122), Bomy
OYMIICHHYIO M MOJUITHIEHTITHKOID 400.

3. Ilo Bmemmemy Bumy JICKApCTBCHHBIA Npenapar NpeacTaBiaseT coGoi IIPO3PAYHYIO
KHJKOCTB OT OJI€IHO-PO30BOTO 0 PO30BOTO IBETA.

Cpox rommoCTH mekapcTBeHHOrO peliapata npu COONIONEHWH yCIIOBHiA XpaHEHUs B
3aKpBITOH YIaKOBKE NPOM3BOAMTENS 2 roma co AHS TIPOM3BOJCTBA; IOCTE NEPBOrO BCKPHITHS
YIIaKOBKH — 3 Mecsna.

3anperaercs npEMeHsTH Ilapaneram-AB3 1o ucreyenuu CPOKa IrOAHOCTH.

4. Bemyckaror [Tapaneram-AB3 pacgacosanHbIM 110 10, 20, 50, 100 u 200 M1 B cTekIHHEbE
HJIH IOMMEpHBIE (Bakousr; 1o 0,5 u 1 ;1 B IOJIMMEPHBIE OYTHUIKY; 110 2,5: 4 U 5 1 B ITOJTUMEPHEIE
KaHUCTPBI C HABMHYMBAEMBIMH KDBIIIKAMH, COOTBETCTBYIOIIEH BMecTHMOCTH.  Dnakoms! o 10 u
20 MJI ymakoBBIBArOT TIOIITYIHO B KapTOHHBIE Naukyd. Kaxiayro NOTPEOUTENBCKYIO YIAKOBKY
CHabXaroT HHCTPYKIMEH [0 IPUMEHEHHIO.

5. XpaHAT JeKapcTBEHHBIH Iperapar B 3aKphITOH yIaKOBKe [IPOU3BOMUTENS, OTAEIHHO OT
IIPOMKTOB NUTAHKA U KOPMOB, B CYXOM 3aIUIEHHOM OT IIPAMBIX CONHEYHBIX Jydel MecTe, mpu
Temmeparype ot 5 °C 1o 30 °C; mocre BCKPBITHA yIIaKOBKH — ipu TeMmepatype 0 °C — 4 °C,

6. Ilapaneram-AB3 CTICRYET XPaHUTh B MECTaX, HEAOCTYIHBIX T JETEH.

7. Hewucnons3oBaHHEBIH JICKApCTBEHHBIH IpenapaT yTHIM3HPYIOT B COOTBETCTBHH C
TPeOOBAHMIMY 3aKOHONATEIbCTRA.

8. YcnoBus ormycka: 6e3 PELENTa BETEPUHAPHOI'O Bpaya.

II. ®apmakonoruyeckue crojicTra

9. Tlapaueram-AB3 oTHOcHTCH K TPYIIIE  aHANBIE3UPYIOUINX, KAPOIOHUKATOIIHX
JIEKApCTBEHHBIX CPECTB.

10. Bxomsmmit B cocras [Tapanerama-AB3 [IapaneTamosl — IPOU3BOIHOE p-amuHO(EHOIIa,
obnanmaer aHaJbre3UPYFOLIUM, XKapPOIOHMKAIOLITHM U YMEPEHHO BBIPAKEHHBIM
TIPOTHBOBOCIIANIATENIBHEIM ~ ICUCTBHEM;  yrHETaeT BO30YIUMOCTh IeHTpa TEPMOPETYJIALHH,
UHTHOHUPYET CHHTE3 IPOCTArTaHIMHOB, MEIUATOPOB BOCIIAJICHHS. Ilpu opanbroM BBemeHHH



[IapareTaMona, BRIBOAUTCA U3 OPTaHH3Ma ¢ MOYOH, MepHO. MOJTyBLIBENEHUS — 2 — 4 gaca.

ITo cremenm Bo3melicTBHs Ha opramusM Ilapameram-AB3 cormaceo 'OCT 12.1.007-76
OTHOCHTCH BEIIECTBAM K MAalOONacHBIM (4 KJIacC OIACHOCTH), B PEKOMEHAYEMBIX HO03aX HE
obanaeT SMOPHOTOKCHIECKUM, TePATOrEeHHBIM U (POTOTOKCHISCKUM NEHCTBHEM.

1I. TTopsnox mpuMeHeHHS

11. Ilapameram-AB3 Ha3HAYalOT CBHHBAM, TENATAM, STHATAM H LBIUITaM-0poitnepam B
Ka4geCTBE JKapOIOHMKAOIIEro CPEACTBA IPU HH(EKIMOHHBIX M BOCIATHTENLHBIX 3a00/ICBaHMSX,
COIIPOBOXKIAFOIIMXCA THIIEPTEPMUICCKON peakiuel, a Takke P OOJIEBOM CHHIPOME PAa3IHIHOM
STHOJIOTHH.

12. TlpoTuBomokazaHHeM K IpHMeHeHHIO Ilapamerama-AB3 sBisieTcs IIOBBIIICHHAS
HHAUBU/yallbHAAd TyBCTBHTEIBHOCTH JXUBOTHOIO K KOMIIOHEHTaM IIpelapara, B TOM YHCIE B
aHaMHE3€, a TAK)Ke BRIPAXXCHHAA [I€YeHOYHAS /WK II0YEYHAS HEJOCTATOUHOCTD.

13. Ilapaneram-AB3 IpUMEHSIOT XUBOTHBIM OJUH a3 B ACHb B TEYEHHE 5 IHEH: CBUHBSIM,
TEJATaM U ATHATaM HHIAMBHIYaTbHO C BOJOH JUIS IOSHHUS UM C KOPMOM B cyTo4HOH o3¢ 0,1 Mir/kr
Macchl XHMBOTHOro (30 Mr mapameramona Ha 1 KI' Macchl KHBOTHOTO); ITAIAM — IPYTIIIOBBIM
CIIoco0OM ¢ BOIOH A MOSHHUsE B CyTo9HOM mo3e 0,5 M Ha 1 11 BOJIBL.

JIeqeOHbI PacTBOp TOTOBAT EXENHEBHO B 00BEME, PACCIMTAHHOM HA NOTpebIeHne ITHIIAMHU
B TEYCHHE CYTOK.

14. Tlpu nepenosmpoBke Ipemapara BO3MOXHO Te€NATOTOKCHYECKOE IEHCTBHE, KOTOpoe
CONPOBOXK/AETCS COHIHBOCTBIO, OJIEAHOCTRIO KOKHOTO IIOKPOBA M BUIMMBIX CIIM3HCTHIX 0GOJIOUEK,
pBOTOH. B 3TOM Cydae cremyer mpoBecTH Je3MHTOKCHKAIMOHHOE M CHMITOMATHICCKOE JICUCHHE.
B kadecTBe aHTHIOTA HCIOIE3YIOT N- alle THIIIHCTERH.

15. Ocobennocrelt neHCTBUS JIEKAPCTBEHHOTO Mperapara IIPH €0 IEPBOM IPHMEHEHHH U
OTMEHE HE BBISIBIICHO.

16. bepeMeHHBIM U JIAKTHPYIOIIMM CBHHOMATKAM penapar IPHUMEHSIOT C OCTOPOKHOCTBIO
110 KOHTPOJIEM BETEPUHAPHOTO Bpaya.

17. Cnepyer msberats mpomycka o4epeHO# T03BI IpeNapara, Tak KaK 3T0 MOYKET IIPUBECTH K
CHIDKEHHIO ero stb¢extuBHOCTH. B ciydae mpormycka OmHON JO3EI, IIPAMEHEHHE Ipernapara
BO30OHOBJISIOT B TOH ke JO3UPOBKE U IO TOH Xe cxeMe.

18. Ilapameram-AB3 ycuimBaer feficTBHE CAIMIMIOBOM KHCIIOTBI, KodewHa H
CIasMOTMTHKOB. He clepyer mNpuMeHATs Ipemapar OHOBPEMEHHO C PH(MAMIHIAHOM,
GapOuTyparamu, ¢ IPYTHMH JTeKapCTBEHHBIME CPEICTBAMH, COAEPIKALIAMA apaneToMoJ, TaKk Kak
9TO MOXET NPUBECTH K B3aMMHOMY YCHJIECHHIO I€IAaTOTOKCHYECKOTO 3(Q(eKTa M CHUKCHHIO
XKapOMOHMKAIOIIETO NeHCTBUS IIpeapara.

19. Tlobo4nbIx sBNEHMH K OCIOKHEHN IpH npuMeHernH [lapanerama-AB3 B cooTBEeTCTBHM
C HaCTOSIIECH MHCTPYKUHWEH, Kak IPaBHIIO, He Habmoxaercs. IIpy moBBIIEHHON UHIVMBUIYaATbHOR
IyBCTBUTCIILHOCTH XXUBOTHOTO K KOMIIOHEHTaM IIpeniapaTa H IOSBICHUN aJUIEPIUYeCKHX PeaKIyil
(KOXHBIE BBICHIIAHMS, 3yJ, aHTHOHEBPOTHYECKHH OTEK) IIPUMEHEHHE Ipemnapara IpeKpamaT H
Ha3HAYAIOT XUBOTHOMY aHTUTHCTAMUHHEIE U CHMIITOMATHYECKHE CPENCTBA.

20. Y6oii TemsT, CBUHEH, ATHAT H ITAI Ha MSCO Pa3pelIacTCs He paHee yeM yepe3 24 gaca
TIOCJIe OCTIEHET0 IPUMEHEHNS IIperiapara. B ciydyae BEIHYXIEHHOro y6os paHee YCTaHOBICHHOTO
CpOKa MsICO MOXET OBITh HCIIONB30BAHO B KOPM ITYIIIHEIM 3BEPSM.

IV. Meps! mu4HO#M MpodHIaKTHKH

21. Tlpu npoBeneHwy Te9eOHBIX MEPOIPHATHIL ¢ HcTob30BanmeM [apaneram-AB3 clenyer
cobmozars o0lye IpaBAia IMYHOH TMIHEHB! B TEXHUKA 6€30MaCHOCTH, IPEIyCMOTPEHHBIE [IPH
paboTe ¢ IeKapCTBEHHBIMH IpeapaTaMu.

22. Bo Bpems paboThl 3ampeInaeTcs KypuTb, [IUTh M NPHHAMATH IHINY. 110 OKOHYAHHH
paboTEI ClIEAyET TINATEIBHO BEIMBITH C MBLJIOM JIMIO U PYKH.

23. Ilpm ciay9alfiHOM KOHTaKTe JIEKAPCTBEHHOIO IpelapaTa C KOXeH WM CIH3ACTHIMH
000JI0YKaMHA TJa3a, HX HEOOXOIMMO IIPOMBITH OGOIBIIAM KOJNMYECTBOM BONBL JIOHSM C



TUNICPIYBCTBUTENBHOCTRIO K KOMIIOHEHTaM IIpenapara ClenyeT H30erarb HpsSMOro KOHTAKTa C
llapaneramoM-AB3. B ciydae NOSBICHHS alNeprHyecKuX peakiwili WiH IIpA  CIy4aiiHOM
[OTIaflaHu¥ TIpENapaTa B OPTaHU3M YEJIOBEKA CIENYyeT HEMEIUICHHO OOpPATHTHCA B MEIUIHHCKOE
ydpexaenue (Ipy cebe UMETh HHCTPYKIIMIO [0 IPUMEHEHHIO IPENapaTa Wil STHKETKY).

HammeHnoBaHMe ¥ anpec NpOM3BOICTBEHHOMN 000 «AB3 C-II», Poccus,141305,
IUTOINAIKH IIPOU3BOIUTENS JIEKAPCTBEHHOTO Mockogckas o61acTs, r. Ceprues-ITocan, yiL.
npenapara Jjis BETEPHHAPHOTO IPHUMEHEHN. Lentpanpras, 1.1

HammvenoBanue, anpec opranmsanuy, 00O «AB3 C-II», Poccus,141305,
YIIOJTHOMOYEHHOM IepxKaTeIeM WM BIafeIbleM Mockogckas o61acts, r. Ceprues-Ilocar, yi1.
PETHCTPAIHOHHOTO yI0CTOBEPEHHUS HenTpansras, 1.1

JIEKapCTBEHHOTO IIpeiapaTa Ha IPUHATHE
IPETEH3HH OT MOTPECUTENS.
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