MHCTPYKIUA
no npumenenuio Iapanerama-AB3 cBuHbBAM, TesTam, SrusTAM H UBIIIISATaM-Opoiiiepam B
KaeCTBE aHATbIe3sNPYIOLIEro H XKapONOHMKAIOLIETO TIperapaTa

(opranmzanus-paszpaborunk: OO0 «Apean Menukan»; Poccus, 129329,
r. Mockaa, yi1. Konbckas, 1. 1)

[. O6mue cBenenns

1. ToproBoe HamMeHOBaHue JICKapCTBeHHOro npenapara: [lapaneram-AB3 (Paracetam-
AVZ).

MexyHapoHoe HenaTeHTOBaHHOE HAMMEHOBAHHE: napaneTamMoll.

2. JlexapcTBenHas dpopma: PacTBOp Uik OpajIbHOTO PHUMEHEHHS.

[lapaneram-AB3 B kauectse ACHCTBYIOLIETO BEIIECTBA COMEPIKUT napaneramos — 300 mr/mn
H BCIIOMOTraTe/IbHbIE BEIIECTBA: OEH3MIIOBBIA CIIHpT, HaTpusi OeH3oat, a3opyOuH (E-122), Bony
OYMUICHHYIO M IOJUATHIICHIIIUKOIB 400.

3. Tlo BHemmemy Bumy neKapcTBEHHEI penapar  npeacTaBnser coboil mpo3paynyro
KMJIKOCTB OT OJIEIHO-PO30BOrO 10 PO30BOrO I[BETA.

Cpok roJJHOCTH JeKapCTBEHHOro NpenapaTa [pH COOMIONEHUH YCIOBMH XpaHeHHs B
3aKPBITOH yNaKOBKE MPOM3BOAMTENS 2 roja co aHs POM3BOACTBA; IOCJIE MEPBOrO BCKPHITHS
YIAKOBKHU — 3 Mecsia.

3anperaetcs npumensts [apaneram-AB3 o HCTEYCHHUH CPOKA F'OJHOCTH.

4. Bemyckaror [Tapaneram-AB3 pacacosansbM 110 10, 20, 50, 100 1 200 M B CTEKJISTHHBIE
HJIH TTOJTMMEpPHBIe (uiakoHb!; 1o 0,5 u 1 1B NOJIMMEpHbIE OyTHUIKH; 110 2,5; 4 u 5 1 B MIOJIMMEPHBIE
KaHACTPBI C HABUHYMBAEMBIMH KPBIIKAMH, COOTBETCTBYIOLIEH BMECTHMOCTH. ®nakonsl o 10 u
20 M ynaKoBBIBAIOT MONITYYHO B KapToHHbIe mauku. Kaxmyro NOTPEOUTENLCKYIO YIIAKOBKY
CHA0XAOT HHCTPYKLHEH MO TIPHMEHEHHUIO.

5. XpaHAT JekapCTBEHHBIH Npenapar B 3aKPBITOH YNAKOBKE MPOM3BOMHUTENS, OTIACILHO OT
TPOAYKTOB MHTAHHs U KOPMOB, B CYXOM 3allLIEHHOM OT IPAMBIX COJIHEUHBIX JTy4er MecTe, npu
Temneparype ot 5 °C 0 30 °C; nocne BCKPBITHS yNlaKOBKH — pu Temueparype 0 °C — 4 °C.

6. [lapaneram-AB3 crnenyer xpauuts B MeCTax, HEJIOCTYIHBIX ISl AeTeld.

7. Hencrnonb3oBaHHBIA JeKapcTBEHHDIIH [Ipenapar yTHJIU3UPYIOT B COOTBETCTBUM C
TpeOOBaHUSIMH 3aKOHOATE/HCTRA.

8. Yenosus otmycka: Ge3 penerra BCTEPUHAPHOI'0 Bpauya.

[I. ®apmakonoruyeckue cpoiictpa

9. Ilapaueram-AB3 oTHOCHTCS K TPyNIIE  aHAJBIE3UPYIOUIMX, KAPOIOHHUIKAIOIIUX
JIEKapCTBEHHBIX CPEJCTB.

10. Bxonsmmit B cocras ITapanerama-AB3 TTapaleTamon — MpoU3BOAHOE p-aMHHO(EHOA,
obmnanaer aHaJIbIe3UPYIOIIUM, YKapOTIIOHMKAOLIUM U YMEPEHHO BBIPAKEHHBIM
NPOTHBOBOCIANIUTE/ILHBIM ~ ICHCTBHEM;  YTHETAeT BO3GYIMMOCTD LOCHTPa TEPMOpEryJIsLHtH,
MHTHOHUPYET CHHTE3 NPOCTArIaHIHHOB, MEMaTopoB Bocnanenus. Ilpu opansHOM BBemeHHH
TnapaneTamos OBICTPO BcachiBaeTes M IPOHUKACT B OOJIBIIMHCTBO OPraHOB M TKaHEi OpraHu3Ma;
Cro0 MakCHMaJlbHas KOHLCHTpALHs IIOC]I€ OpaTbHOro NIPUMCHEHHs OTMeYaeTcs uepes 30 — 40
MHHYT. MeTtabou3upyercs mapanetamMon B medenu c 00pasoBaHHeM IJIIOKOpaHIuaa | cynbdara



IapaneramoJia, BBIBOJUTCS U3 OpraHu3Ma ¢ MOYOM, IEPUO/ MOJYBLIBEAEHUS — 2 — 4 Yaca.

[To crenenm Bo3neiictBus Ha opranusm Ilapaneram-AB3 cormaceo I'OCT 12.1.007-76
OTHOCHTCS BEIIECTBAM K MAaJOONMAacHbIM (4 KjlacC OIAcHOCTH), B PEKOMEHIYEMBIX 033X He
obnaaeT SMOPHOTOKCHYECKHUM, TePaTOreHHBIM M (JOTOTOKCHYECKHUM JIEHCTBHEM.

III. TTopsimox mpuMeHeHust

11. Ilapaneram-AB3 Ha3zHa4aroT CBHHBAM, TeIATAaM, STHATAM MU LBIILIATaM-0Opoiisiepam B
Ka4eCTBE JKapOIOHMIKAIOUIETO CPEACTBA NPU WH(PEKIMOHHBIX U BOCHAIMTENLHBIX 3a00JIeBaAHUAX,
CONPOBOXIAOIIMXCS THIICPTEPMHUYCCKON peakiuel, a Takxke IpH OOJIEBOM CHHIPOME Pa3IHIHOlM
3THOJIOTHH.

12. TlporuBomnokasaHueM K mpuMeHeHHIO Ilapanerama-AB3 sBiaseTcs HOBBIIICHHAS
MH/IMBU/TyalbHasl YyBCTBHUTENIBHOCTh JKHBOTHOTO K KOMIIOHEHTaM IIperapara, B TOM 4YHCJIE B
aHaMHe3e, a TAK)Ke BBhIPAKEHHAs IEYCHOYHAs W/HJIM II0YeYHasl HEJOCTATOYHOCTD.

13. Tlapaneram-AB3 npuMeHSIOT HBOTHBIM OMH pa3 B JICHb B TEYEHHE 5 JHE: CBUHBSIM,
TeJIITaM M STHATAM MHAUBUAYAIBHO C BOJOM VIS IOCHHS HIIM C KOPMOM B CyTO4HO#H m03e 0,1 Mir/kr
Macchl XKHBOTHOro (30 Mr mapameramona Ha 1 Kr Macchl JKHBOTHOTO); IITHIAM — IPYIIIOBBIM
CIIocoOOM ¢ BOJIOM JUIS TOCHHUS B CYTOUHOM 103e 0,5 M1 Ha 1 J1 BOJBL.

JleueOHpIi pacTBOP rOTOBST €XKEIHEBHO B 0ObEME, PACCUMTAHHOM Ha N0TpebIeHNe NTHIAMU
B TEUCHHE CYTOK.

14. Tlpn mnepeno3upoBke Tpemapata BO3MOXHO T'eNaTOTOKCHYECKOE eHCTBHE, KOTOpoe
COIPOBOXKIAETCS COHIMBOCTBIO, OJICIHOCTBIO KOKHOTO TIOKPOBA M BUIMMBIX CIIM3HCTBIX 060JI0UEK,
pBOTOH. B 9TOM Cilydae cieayer npoBecTH Je3MHTOKCHKAIMOHHOE M CUMITOMATHYCCKOE JIeUeHHe.
B kauecTBe aHTHIOTA HCIIONB3YIOT N- alleTHIIIIUCTEHH.

15. Ocobennocreit IeHCTBUS JIEKAPCTBEHHOTO TpenapaTa Py ero IIEPBOM IIPUMEHEHUU U
OTMEHE HE BBISBIICHO.

16. bepeMEHHBIM ¥ JIAKTHPYIONMM CBUHOMATKAM TIPENapar IPUMEHSIOT ¢ OCTOPOKHOCTBIO
I0J1 KOHTPOJIEM BETEPUHAPHOTO Bpaya.

17. Cnenyer msberars npomycka ouepeiHOl 03BI Mpeapara, Tak Kak 5T0 MOXKET IIPUBECTH K
CHWKCHMIO ero sp¢ekruBHOCTH. B ciydae mpomycka ofHOM J03bI, NpUMEHEHHE npernapara
BO300HOBJIAIOT B TOM K€ JIO3UPOBKE H IO TOM JKE CXEME.

18. TIlapameram-AB3  ycuimBaer JeificTBHE — CaNMIMIIOBOIM KHCJIOTBI, KOopeHnHa u
CHasMoJUTHKOB. He ciexyer npuMeHsTh npemapar OJHOBPEMEHHO ¢ pudaMuHOM,
Oapburyparamu, ¢ IpYTUMH JIEKApCTBEHHBIMA CPEJICTBAMH, COISPIKALIMM [apaneToMoJ, Tak Kak
9TO MOXKET INpPUBCCTH K B3aUMHOMY YCHJICHHIO Te€NaTOTOKCHYECKOro 3(P(heKTa W CHUKEHHIO
KapOTIOHIIKAOIIETO JEHCTBHS Mpernapara.

19. TTo604YHBIX ABJIEHMI U OCIOXKHEHUH PU MTPUMEHEHUH ITapanerama-AB3 B cooTBeTCTBHH
C HACTOAIIEH MHCTPYKLHEH, KaK IpaBHiIo, He Habmoxaercs. IIpy moBbimenHoM MHIUBUIYATBHOM
YBCTBUTEILHOCTH KHBOTHOTO K KOMIIOHEHTaM Ipeliapata U MOSBICHHN aIEPrHYECKHX PeaKiiuii
(KOXHBIC BBICBHIIIAHHSA, 3yJI, AHTHOHEBPOTHYECKHH OTEK) IPHMEHEHHE IpernapaTa IpeKpaiaoT u
Ha3HAYaIOT JXKHBOTHOMY aHTUTHCTAMHUHHBIE U CHMIITOMATHIECKHE CPEJICTRA.

20. Y6oit Tenst, CBUHEH, ATHIT M NTHIl HAa MSCO PA3PEIIAETCS He paHee 4eM uepe3 24 yaca
TIOCTIC TIOC/ICAHETO IPUMEHEHHS NIpenapara. B ciyyae BhIHYKIEHHOr0 y60s paHee YCTaHOBIEHHOTrO
CpOKa MsICO MOXET OBITh HCIOJIB30BAHO B KOPM ITYLIHBIM 3BEPSIM.

IV. Mepsbl mnaHO#M nipodunakTHKH

21. Ilpu mpoBe/ieHUH JTe4eOHBIX MEPONIPHATHI C HCIIOIb30BAHUEM [Tapaneram-AB3 crnenyer
coOmozark 06IMe NpaBuIa JTHYHON THIHEHbl U TEXHUKH GE30MacHOCTH, IIPEYCMOTPEHHBIE [IPH
paboTe ¢ JIeKapCTBEHHBIMH MTPEnapaTaMH.

22. Bo Bpems paboThl 3ampemiaercss KypuTh, IHTb U npuHUMaTh numy. [lo oxoHuyanuu
PabOTBI CIIE/IYeT TIMATENBHO BBIMBITE C MBLIOM JIMIIO M PYKH.

23. Ilpu ciyyalHOM KOHTAaKTe JEKapCTBEHHOTO MHperapara ¢ KOkeH MM CIIM3HCTBIMMU
000I0YKaMH I7a3a, HX HEOOXOAMMO IPOMBITH OONBIIMM KOJIHYECTBOM BOIBL Jonsm ¢



TUIIEPYYBCTBUTEIBHOCTBIO K KOMIIOHEHTaM Ipenapara ciefyeTr u3berars MpsSMOro KOHTAaKTa C
[TapanieramomM-AB3. B ciyyae mNOSBICHUSI aIepru4ecKuX peaknuil wim IIpH  CIIydailHOM
NOIIaJaHuK TIperapaTa B OpPraHUu3M 4YejloBeKa ClIeyeT HEMEIJICHHO OOpPATUTHCS B MEIUIIHHCKOE
ydpexeHne (py cebe UMETh HHCTPYKITHIO 110 IIPHMEHEHHUIO IIPENapara Wil STHKETKY).

HanmMeHoBaHuUe U aapec MpOU3BOJACTBEHHON
TUIOIIAAKH IPOU3BOIUTEISI JIEKAPCTBEHHOTO
npenapara JUisi BETEpMHAPHOTO IPUMEHEHHS.

HaunmenoBanue, ajpec opranusanmuu,
YIIOJIHOMOYEHHOMH JIepKaTesieM WU BiIaJelIbleM
PErHCTPALIMOHHOIO YIAOCTOBEPEHUS
JIEKapCTBEHHOT'O Ipenapara Ha IPHHITHE
[IPETEH3UH OT NOTpeOUuTEIs.
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