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MUHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUNCKOM ®EJEPALIUNA
HHCTPYKIHUA [10 MEJUITHHCKOMY IIPUMEHEHUIO
JIJEKAPCTBEHHOI'O ITPEITAPATA
TAPJACUIT®
(GARDASIL®)
PEI'MCTPALIMOHHBIN HOMEP: JIC-002293
TOPI'OBOE HAUMEHOBAHME: I'apnacun®
MEXAYHAPO/JHOE HEIIATEHTOBAHHOE NN I'PYIIIIMPOBOYHOE
HAMMEHOBAHHE: BakiuuHa NOpoTUB BHpyca NalWUIOMBI 4€I0BE€Ka KBaJApHBAJICHTHasA
pekomOunanTHas (tunos 6, 11, 16, 18). Human Papillomavirus (Types 6, 11, 16, 18) quadrivalent
recombinant vaccine.
JIEKAPCTBEHHAS ®OPMA: cycnieH3us /11 BHyTPUMBILIEYHOTO BBEJEHUA
COCTAB
Opna n1o3a (0,5 mu1) coaepxut
Axmuenvle geiyecmea: peKOMOMHAHTHBIC aHTUTeHBI — L1 Geok BHpyca NamwuIoMbl YElI0BEKa B
creayrmuX KoaudecTeax: Tumn 6 — 20 Mkr, Tom |1 — 40 mkr, T 16 — 40 Mkr, v 18 — 20 MKT.
Bcnomozamenvnele gewyecmsa: anlOMUHUI B BUAe amoMuHusa ruapokcudocdara cyabdara
amopdroro — 225 Mkr, HaTpus xjgopua — 9,56 mr, L-ructugun — 0,78 mr, nonucopdat-80 —
50 mxr, HaTpus Gopar — 35 Mkr, Boja A1 uHbekuui 10 0,5 M.
KoHcepBaHTOB 1 aHTUOMOTUKOB HE CO/IEPIKUT.
OIIMCAHHUE
Benas cnerka onanecuypyromas CycreH3us.
XAPAKTEPUCTUKA
KBajpuBanenTHas BakuMHa NPOTUB BUpyca nanuinombl yenoseka (BITY) npeacrapnser coboit
CM€eCh BBICOKOOYHIIEHHBIX BHPYCOMoaoOHBIX dacTul (BBY) pekoMOHMHAHTHOr0 OCHOBHOTIO
kancuaHoro 6enka (L1) BITY tunor 6, 11, 16 u 18. benku L1 npoayuupyrorcsa nytem pas/ienbHoiu
(depmentaunun B pekombunantHbix Saccharomyces cerevisiae CANADE 3C-5 (wramm 1895) u
o6pasyror BBY mytem camocGopku. BBY i Kakaoro THIa O4MIIAIOTCS U aCOPOUPYIOTCS Ha
aIIOMUHMIA-CO/IepIKallieM a/ibloBaHTe (anitoMuuus ruapokcudocdara cyabdar amopHblit).
DAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA: MUBII - Bakuuna
KO/] ATX: JO7BMO1
HUMMYHOBHOJIOTMYECKHUE CBOMCTBA
SdpexruBHocTs Bakuuubl Fapaacun® onocpenosana GopMUPOBaHUEM 3aLUMTHOTO UMMYHUTETA
C pa3BUTHUEM TyMOPAILHOIO MU KAETOYHOIO MMMYHHbIX OTBETOB NPOTHMB BMPYCA NaNM/LIOMbl
yenoBeka. Puck uH$mumpoBanus BIIY B TedeHMe >XU3HH, 0€3 BaKLMHALUH, Y CEKCYalIbHO

aKTUBHBIX mojedl coctaBnser Oonee 50%, u oH mnocrosHHo pacteT. IIpoBenenue kypca
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BaKuUuHalmK npenapatoM ['apaacun® npusoaut K npodunakTuke 3a60MeBaHUil, BbI3bIBAEMbIX
BITY.

Kananyeckas 3¢ peKTHBHOCTD

Ha ocHoBaHMM NpoBe/ieHHbIX uccieaoBanuil y 24 358 xeHuuH u 1eBoyek oT 16 1o 45 netu y
4055 MyK4MH W Manb4MkoB OT 16 g0 26 ner Obul NOATBEPHKAEH BbICOKUH Npouiib
3 GeKTHBHOCTH M Ge30MacHOCTH BaKIMHBI I'apacun®™.

V aeBouek u skeHUMH 0T 16 10 26 ner Bakumua Iapaacun® sddexTuBHO npenoTspaiana pak
LIEeHKH MATKU, BYJIbBbl, Blarajiuiia, a TAkoKe aHOr€HUTAJIbHbIE IOPAXKEHUS, BK/110Yas KOHWIOMbL,
B 98-100% cyuaes.

AHanuz nepekpecTHON 3alUTHOW 3¢ (GEKTUBHOCTH MOKA3bIBAET, 4YTO BBEJEHHUE BaKLUHBI
Iapaacun®  cnoco6cTByeT  chukenuio  pucka  paseutua  CIN  (uepBukaibHoi
BHYTPHIMUTEINAIBHON Heoruiazuu) 1/2/3 w ameHokapuumHoMsbl in situ (AIS), BbI3BIBacMBIX
Haubosee pacnpocTpaHeHHbIMU TUNaMu BITY, He BXOJALMMU B COCTAaB BaKLMHbI.

2536 xeniuuH B Bo3pacTe oT 16 10 23 feT, BaKLMHMPOBaHHbIX BakiMHOk ['apaacun® B ocHoBHOM
uccnenopannu FUTURE 11, nadmonanu ganee. B momymanuu 3¢ GeKTUBHOCTH MO MPOTOKOITY
(PPE) He OBLIO 3aperHCTPUPOBAaHO HHM OQHOTO ciydas 3aboneBanus, BbizBaHHoro BITY (CIN
BbICOKO# cTerneHu, Bbi3ganHoro BITY 6, 11, 16 u 18 tunog) 3a 14 net (meauana Hadbmoaenus 11,9
net). B 1aHHOM HcClleJOBaHUM YCTOWYHMBBIA OTBET ObUT MPOAESMOHCTPUPOBAH CTaTUCTUYECKH B
TeueHue npumepHo 12 ner.

V xenuH ot 24 10 45 ner pakumua Tapnacun® 6emna spdekTuBHa Ana npoduiakTHKM
nepcuctupyrome uHpexkuuu, CIN (mo0oil cTemeHW) WIM aHOTCHHUTATbHBIX TMOPaKCHHUH,
BbI3BaHHBIX BIIY 6, 11, 16 u 18 Tumog, B 88,7% cay4aes.

685 eHIMH B Bo3pacTe OT 24 /10 45 neT, BaKLMHUpPOBaHHbIX BakiMHok ['apaacun® B ocHOBHOM
uccnepopanun FUTURE 111, nabmonanu nanee. B nonyssiuuu 5¢p(heKTMBHOCTH N0 NPOTOKOILY
(PPE) He OBUTO 3aperHCTPUPOBAaHO HHM OJHOTO ciydas 3aboneBaHus, BerzBanHoro BITY (CIN
000N CTENEHU U FreHUTAIbHBIX KOHAMIOM, Bbi3BaHHbIX BITY 6, 11, 16 u 18 Tunos) 3a 10,1 ner
(meauana HabmoneHus 8,7 ner).

V Manp4YMKOB M MYKYMH BakuuHa I'apaacun® npenoTepamana ceazannsie ¢ BIIU 6, 11, 16 n 18
TUINOB HAapyXHbIE FeHUTANIbHbIE MOpPaXEHUs (AHOr€HUTANbHbIE KOHIWIOMBI U TEHUJIbHYIO,
[epyuHeasbHy0, MepUaHAbHYIO BHYTpudnuTenuansHyto Heomnasuto (PIN) 1/2/3 crenenun) B
90,6% cy4aeB, a TaKKe aHAIBHYIO BHYTPHINUTEIHATbHYIO Heorutasuto (AIN) 1/2/3 crenenu B
77,5% cmy4aes.

JIIMTENbHOCT 3alMThl IPOTUB PaKa aHaJIbHOrO KaHala B HACTosllee Bpems HeusBecTHa. 917
MabuMKOB M MY’KUMH B BO3pacTe oT 16 10 26 feT Bo BpeMs BakiMHAUMK BakiuHoii [apnacun® B
OCHOBHOM HcciienoBanuu no [1porokomy 020 Habmoaanu ganee. B momysanuu 3¢ GeKTUBHOCTH

no npotokosy (PPE) He Ob110 3aperucTpupoBaHO HU OJJHOTO CIyHast aHOFE€HUTAIbHBIX KOH/IUIIOM,
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Bbi3BaHHbIX BITY 6, 11 TUNOB, HApYKHbIX FEHUTANIBHBIX MOBPEXAeHUH, Bbl3BaHHbIX BITH 6, 11,
16 u 18 tunos, win AIN Beicoko# cternenu, Bei3BaHHO# BIIY 6, 11, 16 u 18 TumoB B rpymme
MY>KYHH, IPAKTUKYIOIUX CEKC ¢ MyXUMHaMH, 3a 11,5 et (Meanana HabmoaeHus 9,5 ner).
NMMyHOreHHOCTH

[TpoBeeHMe NOJHOrO Kypca BaKLUMHALMY [IPUBOUT K 00pa30oBaHHIO creLM(PUIECKMX aHTHUTEN K
geTeipeM TuraMm BIIY (6, 11, 16 u 18) Oonee yeM y 98% BaKLIMHHPYEMBIX.

BbuU10 MOKa3aHO HalUYuMe UMMYHOJIOTMYECKOM MNaMATU NPU BaKLMHALMU CEPOMO3ZUTHBHBLIX K
cootBeTcTBYtowemy tuny BITY (Ha mMomeHT BakuuHauuu) auu. B ucciaepoBanHuu 1no oueHke
BO3MOKHOCTH YBEJTMYEHUSA MMMYHOJIOTHYECKOM MaMATH JIUIaM, KOTOPBIM ObL1a BBEJCHA MOTHASA
cepus u3 3-X /103, BBENM JONOJHUTE/LHYIO /03y Bakimubl [apiacun® vepes nate ner nocne
3aBeplleHUss Kypca BakuuHaumy. Y OTUX aull Ha0mojancs ObICTpblii M BbIPAKEHHbIH
aHAMHECTHUIECKUH OTBET, MPU KOTOPOM CpedHHE reoMeTpuueckue THUTphl aHTH-BIIY anTuTen
NpeBbILIATY TAKOBbIE, NOJyUeHHbIe Yepe3 1 Mecsl, nocne BefeHus 1036l 3.

V ieBouek u MabunkoB oT 9 10 15 net sddexrusrocts Bakuuubl Fapaacun® 6bu1a nokasana na
OCHOBaHHMM UMMYHHOTO OpHIKUHTa.

369 peBouek M 326 MaTbYMKOB B BO3pacTe OT 9 A0 1S neT BO BpeMs BaKLMHALMKA BaKLMHOM

Tapnacun®

B OCHOBHOM uccienoBanuu no Ilporokony 018, nabnionanu panee. B nonynauun
a¢dexruBHOCTH M0 TIpoToKomy (PPE):
® y 1eBOYEK He ObL10 3aperMCTpMpOBAaHO HW OAHOrO ciay4as 3a0ojieBaHMs, BbI3BAHHOTO
BITY (CIN mroGoii crenenu, Bei3BaHHOM BIIY 6, 11, 16 u 18 THIOB, U reHUTAIBHBIX
koHawioMm) 3a 10,7 ner (meauana Habmoneuus 10 ner).
® Yy MaJIBYHMKOB He OBLIO 3aperHMCTPHPOBAHO HHM OJHOTO CIIydas 3a00JIeBaHUA, BHI3BAHHOTO

BITY (napy>kHble renuranbHble nopaxenus, sbizganusie BITYU 6, 11, 16 u 18 tunos) 3a

10,6 net (MeauaHa HabmoaeHus 9,9 ner).

®

Baxuuna lappacun™ takke obecrneyrBaeT 3aUllUTy Y JA€BOYEK M XKEHIIMH B Bo3pacTe OT 9 j10

26 net ot 3adoseBanuit CIN (1/2/3 ctenenn) wnm AILS, BezpiBaembrx BITY 31, 33, 52 u 58 Tumnos.

,ZIJlumenbuocmb UMMYHHO020 omeéema Ha 66e0cHUe 6AKUUHDBL Fapdacu/l®

JINUTEeNbHOCTL MMMYHMUTETA IOCAE INOJHOr0 Kypca BaKUMHALMKM BaKUMHON l“apnac:l/m‘®
HEeU3BECTHA.

B xoae mocieayromero J01rocpoIHoro HadMoaeHUA KEHIIUH U MY>KUHH, ITOTy4YUBIINX BaKLIHHY
B paMKaX OCHOBHBIX HCCI/I€[JOBaHUIl, ObIIO YCTAHOBIIEHO, YTO Te, KTO Obu1 aHTU-BIIY 6, anTn-
BITY 11, artu-BIIY 16, anTu-BITY 18 cepoHeraTHBHBIMU B TecTe MeTOAOM CLIA (KOHKYpPEHTHBIH
HMMYHHBIN aHami3 Luminex), TeM He MeHee OBLIH 3alOUINEHBI OT KIHHUYECKHX MpPOSBICHUI
BITY-accouuupoBaHHbix 3a00NeBaHuMil: KeHIUHbL 16-23 neT - 10 14 ner, xeHiuuHbl 24-45 ner -

710 10 net, my>xuunbt 16-26 ner - go 10 ner.

Hmmynustii omeem na 2-x 00306yio eéakyunayuio npenapamom Iapoacun®
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B KJIMHMYECKOM HUCC/eJ0OBAHUM ObLIO MPOJAEMOHCTPUPOBAHO, YTO MUMMYHHbIH OTBET (Ha 7-H
MECSI] IT0C/Ie BBEACHHS MIePBO# A036I) Y IeBOUeK B Bo3pacte oT 9 10 13 et (n=259), noay4uBmux
2 no3sl BakimHbl lapaacun® (1o cxeme 0-6 Mec.), 6bUT He HIDKE, 4eM MMMYHHBIH OTBET Y SKEHIIUH
B Bo3pacte oT 16 10 26 net (n=310), nonyunpuux 3 10361 Bakuuubl Fapaacun® (no cxeme 0-2-6
mec.). JIUTeIbHOCTL MMMYHHOM 3alUTh IpH 2-X 1030B0il BakimHalmu npenaparom Iapaacui®
HE YCTaHOBJICHA.

[Moarpynny y4acTHUKOB Ipymibl 2-X N030BOI BakumHauuu (n=50) Habnoaanu B TeueHue 5 neT
nocne BakuuHauuu (60 mecsiues nocne BBeaeHus 1036l 1). Cpeau AeBoyek, noay4uBIIMX 2 103bl
BaKIMHEI, 96%, 100%, 100%, u 84% ocTanock CepONO3UTUBHBEIMU B OTHOIIEHHH aHTU-BIIY 6,
antu-BITY 11, antu-BITY 16 u antu-BITY 18, B TecTe meToom cLIA.

INOKA3AHUSA K IPUMEHEHUIO

Baxiuna apaacun®

MOKa3aHa K MPUMEHEHHIO JIUI[AM B BO3pAcTe OT 9 NeT [Is IpeTyTIpexKIeHHA:

— NpeApPaKOBbIX IEHUTAIbHBIX NOPaXKEHUH (LePBUKAIbHAS BHYTPUIIMTEIUA/IbHAS HEOIUIa3us
1/2/3 crenenn (CIN), ageHokapuuHoma iueiiku matku in situ (AIS), BHyTpuanuTenuanbHas
Heorazuu ByJibBbl (VIN) 1/2/3 crenenn u Bnaranuwa (ValN) 1/2/3 ctenenu), npeipakoBbix
MOpa’kKeHUI aHaIBHOIO KaHaja (BHYTpHUAIIUTEIHATbHAA HeOoIU1a3us aHaabHOro kaHana (AIN)
1/2/3 ctenenn), Bpi3BanHbix BITY 6, 11, 16, 18 TumoB;

— paka IeHKA MaTKH, BYJIbBBI, BJarajiuila i aHaTbHOTO KaHana, Be3BaHHBIX BI1Y 16, 18 THTOB;

— aHOTE€HUTAJIBHBIX KOHOWIOM (condyloma acuminata), Bei3BaHHbIX BI1Y 6, 11 Tumnos.

Baxuyto unpopmaiuio, noarBepAatollyt0 AaHHble Mokasanus cMm. B pazaenax OCOBBIE
YKA3AHWSA 1 UMMYHOBHUOJIOI MYECKHE CBOMCTBA.

[IpumeHenue BakuuHe! ['apaacun®™ A0/KHO COOTBETCTBOBATE O(ULMATEHBIM PEKOMEHIALHAM.
IMPOTUBOIIOKA3AHUS

I'urepuyyBCTBUTENLHOCTL K AKTMBHBIM KOMIOHEHTAM Y BCIIOMOIaTe/IbHbIM BELIECTBAM BAKLIUHbL.
ITpu BO3HMKHOBEHHHU CUMIITOMOB FMIIEPUYBCTBUTENLHOCTH 10C/E BBe/IeHUs BakiuHbl ['apaacun®
BBE/IEHHE MOCIIEYIOLIEH /103bl BAKIIMHbI MPOTUBOMNOKA3aHO.

['eModwns, TPOMOOLUMTONECHHUS HIM JTIOOBIE HApyIUIEHUS CBEPTHIBAEMOCTH KPOBHU SABJIAIOTCA
omHOCUmeNbHEIM TIPOTHBOMIOKA3aHHEM K BHYTPHMBIIICHHOMY BBEICHHIO BaKIMHBI ['apmacun®,
€CJIU TOJILKO MOTEHLMAIbHbIE IPEUMYLLECTBA BaKLIMHALMY HE [IPEBbLLIAIOT B 3HAUUTE/IbHONA Mepe
comnpsbkeHHble ¢ Heil pucku. Eciu BblOOp caenaH B MoJb3y BaKLMHALMKM, HEOOXOAUMO [IPUHATD
MEpBI [0 CHHKCHHIO PUCKa 00pa30BaHMs IOCTHHBEKIMOHHOM reMaTOMBI.

Ecau y nauueHta OTMe4aeTcsi OCTpOe TshKeN0e JMXOpaaouyHoe 3abosieBaHUE, TO BBE/EHUE
®

BakiMHBl ['apgacun® credayeT OTIOKHTB. BMecTe ¢ TeM, Hamu4ue JIerkod HMH(EKIHH WIH

HeOOIBIIOro MoabeMa TEMIIEPATYPHI TC€J1a HE ABJIACTCA IIPOTHBOIIOKA3aHUEM K BaKIIMHALIHH.
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NMPUMEHEHUE TIIPU BEPEMEHHOCTH W B IIEPHO/J TIPYJHOI'O
BCKAPMJINBAHHUA

HeT JaHHBIX 0 TOM, YTO BBe/IcHHE BaKIMHBI ['apaacii® okasbiBaeT HesKeNlaTelbHOE BO3EHCTBHE
Ha (epTUIbHOCTh, OSPeMeHHOCTb WM Ha IUI0J, KOTOpbie 3acTaBU/M Obl YCOMHUTHLCA B €€
6e3onacHocTy. CrieyuaibHO CIUIAHUPOBAHHBIX W XOPOLUO KOHTPOJIMPYEMBIX HCC/IE0BAaHUMA Y
GepeMeHHBIX XKEHIIMH He TIPOBOIMIOCH. JIaHHBIX 0 TIPMMEHeHHH BaKUMHB! ['apacun® Bo Bpems
BepeMeHHOCTH M O MOTEHLMAILHOM BO3/eHcTBMM BakuuHbl I'apaacun® Ha penpoayKTHBHYIO
GYHKUMIO JKEHWMHbI M Ha Mmnoj y OepeMeHHbIX HEeA0CTaTO4HO, YTOObI PEKOMEH/0BaTh
UCIIOIb30BaHHE BaKLMHBI BO BpeMsA OepeMEHHOCTH.

Cnesnyer npeaynpeauTh MalMeHTOK O HEOOXOJMMOCTH MNpeJOoXPaHEeHUs OT OEPEMEHHOCTH B
Te4yeHue Kypca BaKLMHALMY, a [IPU HACTYIUIEeHUU OepeMEHHOCTH BaKLIMHALIMIO C/1€YeT OTJIOKUTD
110 €€ 3aBepIICHHUS.

B knuHM4ecKkux MccreqoBaHUAX HacTOTa HEXKesaTebHbIX ABAEHUH y KOPMALIMX Mareped u
MilajieHLeB GbUIM CONOCTaBUMBI B IPYINe BaKuMHbl U rpynne miaue6o. Bakuuuy Tapaacun®
MO’KHO BBOJUTH KOPMAILUM KCHIIMHAM.

I[IPUMEHEHUE B IIEJJUATPUYECKOM ITIPAKTUKE

V gnereii B Bospacte 10 9 et OesomacHocTh M d(pGdeKTMBHOCTL Bakuuubl [apaacun® e
OLIEHUBATHCE.

IMMPUMEHEHUE B TEPUATPUYECKOWM ITPAKTUKE

Het janHbIX 110 ouenke GezonacHocTy v addexTusHocT Bakuuubl Fapiacun® y B3pocisix nuil
ctapiue 45 neT.

CI1IOCOB [TIPUMEHEHHA U 1O3bI

Bakuuny 'apaacun® BBOAST BHYTPUMbIILEUHO B 1€IbTOBU/IHYIO MbILILY MM BEPXHEHAPYKHYIO

[IOBEPXHOCTb Cpe/iHell TpeTu Oeapa.

He BBOIWTE BHYTPUCOCYIUCTO.

PazoBas 1032 BakuMHbI /14 BceX BO3pacTHBIX rpynn coctasaser 0,5 mi.
PexomeHniyemblii Kypc BaklMHALMK COCTOMUT M3 3 103 U npoBoauTcsa no cxeme (0-2-6 mec.):
e [iepBas 1034 — B HA3HAYCHHBIN [IEHB,
e BTOpAas /103a — yepe3 2 Mec. 10ciie epBo;
® TpeTbs 03a— uepes 6 Mec. [10c/ie NePBOil.
JlomyckaeTcs yCKOpeHHas cXeMa BaKLIMHALMM, [IPU KOTOPOil BTOpas [03a BBOJUTCA Yepe3 1 Mec.
1ocJie NepBOil NPUBUBKY, a TPEThS — Yepe3 3 MeC. [10CJI€ BTOPOM [IPUBUBKH.
Kypc BakuuHanuy cuuTaeTcs 3aBEpLUEHHBbIM [aKe€ NPM HApylIEHUM HWHTEpBalla MEXAy
MIpUBUBKaMHU, €CJIM TPH MPUBHBKYU IPOBEIEHBI B TeueHHUE | roaa.
AslbTepHaTHBHAs 2-X [030Bas cXeMa BakuuHamuu (0-6 Mec.) npemapatom [apmacut®

ponyckaercs y aui B Bozpacte 9-13 set. [Ipu 5TOM B cilyyae BBEAEHUs BTOPOH 103bl panee, Yem
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yepe3 6 MecsaLER Mociie NepBoi /103bl, BCErjia He0OX0AUMO BBECTH TPETHIO 103Y.

Eciu 114 BaKIMHALIMHM OBLTa HCTIOTb30BAHA MepBas 103a BaKIMHBI ['apaacin®, To u MosHbIi Kype
BaKI[MHALIMH CJIeIyeT MPOBOIUTH C UCTIONb30BaHMEM BakKuyHbI ['apaacun®.

Heo0xoauMocTh NpoBe/ieHys peBaKLMHALMY HE yCTaHOBJIEHA.

[Tepen ynotpebnenueM (iakoH/IUNpULl ¢ BAKUMHON BCTPAXUBAKOT A0 IOJy4€HHs OJAHOPOJHOMN
MYTHO#1 B3BeCH. Y TpaTa rOMOT€HHOCTH, HAJTMYHUE BKTFOYCHUH U MOCTOPOHHUX YaCTHILI, H3MEHEHHE
LiBETA CYCMEH3UM CBUETENIbCTBYIOT O HEIIPUIOAHOCTH BAKLMHbL.

[IpenBapurebHO 3aMOJIHEHHbIM LINPUL, ¢ BaKLMHOW MpeAHa3HA4Y€H TOJbKO /1 OJHOKPATHOIO
HCIIOJIB30BAHMUS M TOJIBKO y OJJHOTO YesioBeka. Ka)k1oMy BaKLIMHUPYEMOMY COAEPKHUMOE (1aKoHa
C BaKIIMHOM Clie[lyeT BBOJUTb C MCMOIb30BAaHUEM WH/AUBU/YAIbHOTO OJJHOPA30BOr0 CTEPHIILHOTO
LIpULA €O CTepuiibHON urnoid. Heobxoaumo BBOAUTH BCIO pexomeHayemyto 103y 0,5 ma.
BckpeiTie (JIakOHOB M MpOLAYPY BaKLWHALMK MPOBOJAT MPHU CTPOroM COOIOACHUH NPaBUII
acenTUKU ¥ aHTucenTuku. Mecto BBeeHus oopadarbiBatoT 70% cnupToM 710 U 110C1€ UHBEKLUH.
HcnonbzoBanne (JIAKOHOB ¢ Pa3oBoi 1030# BAKIHHBI

HaGepute cTepuIbHOI HUIION B OTHOPA30BbIH CTePHIBHBIHA mrpuly 0,5 MJI CycrnieH3uH 13 (JakoHa
¢ pa30Boii 70301 BaKLMHEL. BBeaute BCio 103y. DakoH ¢ 0CTaTKaMU BaKLHBI BBIOPOCHTE.
Hcnosp30Banne MIPHNEB ¢ PA30BOi 1030/ BAKIHHBI

BeeauTe comep;kuMoe MIMpHULA TOJTHOCTBIO.

HHCTpYKIHS 10 NPHMEHEHHIO OJHOPA30BBIX CTEPH/IBHBIX NPeJIBAPHTE/ILHO 3aN0THEHHBIX
HINPUIEB C OHOI 1030l B KOMILIEKTE € 3AIIHTHBIM YCTPOHCTBOM

Hcnone3yiiTe U1 BBEACHUA BaKLMHBI BIIOJKEHHYIO MIUTy. EC/IM BBI XOTHTE HCTIO/IB30BaTh APYTYIO
Uy, YO AUTEeCh, YTO MITIa HAIEXKHO MPUCOCANHACTCS K MIIPHUIYY U YTO €€ [UIMHA HE MPEBhIIACT
2,5 cMm. D10 HEoOXoAauMoOe YClIOBME MpaBWIIbHOI paboTbl 3aiuTHOro ycrpoicrsa. Inpuiy
CHa0XeH ABYMsl CbEMHbIMM 3STUKETKAaMM, KOTOpPble MOXXHO OTAEAMTb I[10C/I€ [POBEAECHUA
HUHBEKLUH.

CHumuTe Konnavok co wnpuua. Haxas o6a npensTcTByOIMX BPalEHUIO BbICTYNA, 3aKPENUTE
WpyLy M npucoeauuure uriay Jlospa noBopoTOM IO 4acoBOM CTpenke. YAanuTe 3allWTHbIH

KOJITTa4YOK € HUTJIBI.

[TpoBenuTe NMOArOTOBKY K MHBEKIMHM KaK OMMCaHO Bbille. HakmMuTe Ha MoOplUeHb, Kpenko
yAepKUBash WIPKLL 10/1 Na/IbLEBbIMU BLICTYIIaMU, U BBEUTE BCIO J03Yy. 3alUTHOE YCTPOHCTBO
urael HE cpaboTaet, ecin He Oyaet BBeneHa BCA noza. M3enekute urty. OTIyCTHTE MOPLICHB U
[aiTe IIIPHILY IePEMECTUTBCA BBEPX 10 IOJTHOTO 3aKPhITUA BCEH HIVIBL

JInsi IOKyMEHTUPOBAHUs BAKLMHALMU OTAEIUTE ChEMHbIE ITUKETKM, ME/UIEHHO MX MOTsHYB.

BeibpocuTe ninpuly B KOHTEMHEP /1 OCTPbIX [IPEAMETOB.
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IMOBOYHOE JEVICTBUE

HeskenaTenpHple peakiMd, 9acToTa KOTOPBIX COCTAaBIA/Ia He MeHee 1% y JIML, MOJyYHMBIIHX
pakiuHy ['apaacun®, U npeBbllaga TaKOBYIO y JIML, KOTOPBIM BBOJWIM [UTALEG0, MEPEUUCIIEHBL
HUKE B COOTBETCTBMM C CUCTEMOM OpPraHoB/KIIacCOB.

Ouenb vacto (>1/10); wacto (>1/100, <1/10); Hewacto (>1/1 000, <1/100); peako (>1/10 000,
<1/1 000); ogens peako (<1/10 000).

Hapymemw CO CIMOPOHbL CKEICMHO-VbILUEYHOU U COEOUHUMENbHOU MKAHU

YacTo: 60/1b B KOHEYHOCTSX.

Oobwue paccmpoiicméa u HapyuieHus 8 Mecme 66e0eHUsA

OueHb 4acTo: NUPEKCHs.

Chneaylouime vecmupie peakyuu BCTPe4aiuch yallle B IPYINe, KOTOPOH BBOAM/IACH BaKLMHA

Iapmacun®

, IO CPaBHEHHIO C JIIOOBIMH TpernapaTamM, COJEpKallUMH agbIOBAHT ATFOMMHHA
ruapokcudpocdara cynbdar amopdHbIii, UM NO CPaBHEHUIO C IPYyNol, KOTOpoil BBOAMIICH
pacTBop muiarebo.

OueHp 4acTO: MOKpAacHeHHeE, 00JIb U MPHUITYXJIOCTb.

YacTo: 3ya, reMaroma.

Bos1blUMHCTBO MECTHBIX peakiuid ObUIM 1ErKOM CTENEHU TAKECTH.

Hapywenus co cmoponel OvlxameavHoll cucmembl, 0p2anoe 2pyOHOl KIemKU U CPe0OCHEeH s
Kpowme Toro, 6poHxocna3mel, Kak cepbe3Hblie nodouHble 3¢ dexTsbl, OblM OUEHb PEIKUMHU.

Bo Bpems NOCTPErMCTPallMOHHOrO NpuMeHeHus BakimHbl [apaacun® nocTynana cnouTtanHas
uHbOpPMaLUsA O Pa3BUTHUU Y NPUBUTHIX CIEOYIOIIUX HEXKETATeIbHBIX PEaKUUH, JOCTOBEPHO
OLIEHUTB YacTOTY KOTOPBIX U CBA3b C IPUBUBKOM HE MPEACTABIIAETCS BO3MOKHBIM.
Hnghexyuonnvie u napasumapnule 3abonesanus. GpaerMmoHa.

Hapywenus co cmopounel Kposu u Jumgpamuueckou — cucmemvl.  WAMONATUYECKAs
TpoMOOLIUTONICHUYeCKas MypIypa, TuMdaaeHONaTHA.

Hapyutenus co cmoponvl Hep8HOll cucmemvl. TONOBOKpPYXXEHUE, 0JIoBHAas 00Jb, CHHAPOM
I'uitena-Bappe, ocTpbiii paccesHHbil IHUE(aTOMUENUT, 0OMOPOK, MHOIJA CONPOBOXKAAEMbLI
TOHHYECKU-KITOHUIECKUMHU CYJOPOraMH.

Hapywenusa co cmopombl sce1y00uHOo-KUMeyHo20 mpakma: TOLHOTa, pBOTa.

Hapywenus co cmopoHvl cKenemHo-blieYHOll i COeOUHUMENbHOL MKAKU: APTPAITUs, MUAJITUA.
Obwue paccmpoiicmeéa U HapyuieHus 6 Mecme 66edeHus. ACTEHUA, YCTaloCTh, O3HOO,
auckoMoprt.

Hapywenus co cmopoHbl UMMYHHOU cucmembl: PeaKUMW [UIep4yBCTBUTE/ILHOCTH, BK/IOYas
aHadunakruyeckue/aHahUIAKTOUHbIE peaKkLy, OPOHXOCNA3M W KPAIIMBHULLY.
INEPEJO3HNPOBKA

Mmenuch cooOlleHns O ciydasX BBeJeHMs BakuuHbl 'apaacun® B 7103aX, NpeBbILAOIMX
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peKkomeH/10BaHHble. B 1ienoM XapakTep M BbIP@KEHHOCTb HEXXENATe/bHbIX ABJIEHUHA MpH
MepeI03UPOBKE OBUTH COMOCTABUMBI C TAKOBBIMH MPH BBEJCHHU PEKOMEHIOBAHHBIX Pa30BBIX 03
BakimHbI ['apaacun®.

B3AMMO/IEMCTBHUE C IPYT'MMH JJEKAPCTBEHHBIMHU CPEJICTBAMHU
IIpavenenne ¢ ApyraMa BAKIHHAMHA

Bakimay I'apaacun® MoXHO BBOIMTH OJHOBPEMEHHO (B JpYroil y4acTok Tena) ¢
PeKOMOMHAHTHOW  BakUMHOW OpPOTUB remarura B, ¢  BakUMHON  MEHMHIOKOKKOBOH,
KOHBIOTMPOBAHHOU € AU(TEpUHHBIM aHATOKCMHOM, U C MHAKTMBUMPOBAHHON BAKLIMHOW NPOTUB
nudrepun, cTonOHAKA, KOKTIOMA (OeCKISCTOUHBIA KOMIOHEHT), BAKLIMHOM IPOTHE MOJIMOMUEIIUTA
(MHaKTUBUPOBAHHOIA).

[Ipnmenenne ¢ pacnpocTpaHeHHbIMH JIEKAPCTBAMH

[IpyMeHeHHe aHAJIBFETUKOB, MPOTHBOBOCHATUTEIBHBIX TIPErapaToB, AaHTUOMOTHKOB U
BUTAMUHHBIX MPENapaToB He BIUAIO Ha 3PHEeKTUBHOCTb, UMMYHOI€HHOCTH M 0€30MacHOCTb
BaKLIMHBbIL.

[IppMeHeHHe ¢ FTOPMOHAILHBIMH KOHTPANeNTHBAMH

[IprMeHeHNe ropMOHATBHBIX KOHTPALICITUBOB HE BIIHAIO Ha 3P ()eKTHBHOCTh, IMMYHOT€HHOCTh
u 6e3onacHocThb Bakuuubl [apaacun®.

IIpavMeHneHne co creponIaMu

HUHransuuoHHble, MeCTHble W MapeHTepalibHble HMMMYHOCYNpPECCAaHTbl He BIIMAAM Ha
MMMYHOTFeHHOCTDb U Ge3onacHocTh BakuuHbl ['apaacun®.

IIppMeHeHHe ¢ CHCTEMHBIMH HMMYHOCYIPeCCAaHTAMH

JlaHHBIE 00 OJHOBPEMEHHOM TPHUMEHEHHU CHUCTEMHBIX HMMYHOCYIIPECCAHTOB M BaKIMHBI
lapaacun®  orcyreTBylor. Y ML, NPUHUMAIOIIMX — MMMYHOCYMPECCAHTbl  (CHUCTEMHbIE
KOPTUKOCTEPOU/IbL, AHTUMETA0O0IUTbL, ANKWIMPYIOLIME [PeNapaThl, IUTOTOKCUYHbIE [Iperapatsl),
3amUTHBIN 3¢ dekT MokeT ObITh cHIbKEH (cM. « OCOBBIE YKA3AHNMA»).

OCOBBIE YKA3AHUA

HNuduyuposanue BITY — 310 00s3aTenbHOe YCII0BUE PA3BUTUS [UIOCKOK/IETOYHOrO paKa lueiku
MAaTKH (M ero mpeapaKoBbIX AUCIUIACTHYECKUX COCTOSHH) U LIepPBUKABHON ale HOKApLIUHOMBI (U
ee NpeApaKoBbIX JUCIUIacTHYecKUX cocTosHuil). BITY Takoke ABaseTcs NpUYMHON paka BYJIbBBI,
BIIarajivila v Ux MpepakoBbIX JUCIUIACTUHECKUX COCTOSHUIAL.

Kpome Toro, y MyK4MH ¥ >KeHIIMH UHGUUKMpoBaHue BIIY sBmsieTcs MpUYMHOM paka HapyKHBIX
TIOJIOBBIX OpPraHOB M aHAIbHOro KaHana. MH¢unmpoBanue BIIY 3HauMTENBHO MOBBIIAET PUCK
pa3BUTUS paKa OpraHoB roOJIOBbl U lued, ocoOeHHO paka porornoTkd. BITY Bbi3biBaeT
reHUTalbHble KOoHAWNOMbL (condyloma acuminata) v peUMAUBUPYIOWMI PECNUPATOPHBIN

nanuwuioMaTtos y AeTeN U B3pOCJIBIX.

1246129
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Obwue. Tlpy pelieHMH BONpoca O BaKUMHALMKY HEOOXOAMMO CONOCTaBUTh BO3MOKHbIA PHUCK OT
npeamecTByomero 3apaxeHus BIIY 1 moTeHIMAIBHYO 0163y OT BaKLIMHALIAY.

Baximna ['apnacun® He npeanasHaueHa Ui JIeYeHHS aKTHBHBIX JMCIUIACTHYECKHX COCTOSHHUM
HapY>XHbIX [OJIOBbIX OPraHOB, paka UIEHKM MaTKW, BYJIbBbl WM Bllarajiuila, Wid aHajJbHOro
kaHana; CIN, VIN, VaIN unu AIN — 1 BBOAUTCS UCKIIHOUUTENBHO € NPOPUIAKTUHECKON LIEbIO.
JlaHHas BaKIMHA HE 3aO[UTHT OT 3a0oseBaHWH, BbI3bIBacMbIX He BIIY. BakiuHa sBnseTcs
npounakTUyeckol M npeaHa3HayeHa Uil [peJoTBpalleHuss UHGUUUPOBAHUS TEMU TUIAMU
BITY, koTtophix HeT y nauueHTta. BakiuHa He OKa3blBaeT BJIMAHUS HA TE€YEHWE AKTUBHbIX
uHGeKIMH, BeI3BaHHBIX BI1Y.

Kak u npu BBe/ieHuu 10601 Apyroii BaKiMHbI, Npy npuMeHeHuu npenapata [apiacun® ne y Beex
BaKLIMHUPYEMbIX YAAETCA [OJyYMTh 3aLMTHbIA MMMYHHbIA oTBeT. [Ipenapar He 3auiuuiaer ot
3a00JIeBaHHMM, TNEpeNaroIIMXcs IMOJOBBIM IMyTeM, APYrod O3THONMOTMUA. B CBI3M ¢ 3TUM
BaKLIMHMPOBAHHBIM MallMEeHTaM ClielyeT PeKOMEH/I0BaTh MPOJO0JKATh MCIOJIb30BaHUE APYTHX
npoUIaKTUHECKUX CPEACTB 3alUThL.

[loakoxHOE H BHYTPUKOKHOE BBE/ICHUE BAKLUHBI HE H3Y4aJI0Ch U [IO3TOMY HE pEKOMEHYETCH.
Kak 1 npu BBeJCeHUH 000 BaKLUHBI, B JICYCOHO-NIPOQHIAKTHIECKOM KaOUHETE BCeraa Hy)KHO
UMETb HAroTOBE COOTBETCTBYIOLIME J1€KAPCTBEHHbIE CPEACTBA HA Cllydail pa3BUTUS PEAKOI
aHa(PMTaKTHYEeCKOW peakUMH Ha BBeIeHHE BaKUMHBL HemocpeacTBeHHO IMocne BBEACHUS
BaKLMHbI B TeuyeHue 30 MUH 3a MaIMEHTOM OCYLIECTRIIAETCS MEMIIMHCKOe HAOMIO/IEHHUE € LIEIIbIO
CBOEBPEMEHHOIO  BbIABIEHUS [OCTBAKLMHAIBLHBIX pPeaKUMd U OCJIOXKHEHMI M OKa3zaHus
9KCTPEHHOU MEAMLIMHCKOM rmoMoy. [Ipu mpoBeaeHUHU T0O0M BaKLIMHALIMH MOKET HaOIOgaThCs
00MOPOK, 0COOEHHO Y TIOJAPOCTKOB M MOJIOBIX KEHIIHH.

Pelenue o BBeeHMu npenapara wid OTCPOUKE BaKLMHALIMM B CBS3M C TEKyIlUEH WM HelaBHEH
00J1€3Hb10, CONPOBOXKAAIOLIEIHCS MOBbILIEHHON TeMnepaTypoii, B O0/1bLI0H CTeNeHU 3aBUCUT OT
STHUOJIOTMH 3a00JIeBaHMs U CTENCHU TsDKeCTH. HeGomnpmioe MOBBIIEHUE TEMIIEPATYpPhI U JIerKas
UH(EKIMS AbIXaTeJIbHBIX MyTeil 00bIYHO He ABNSAIOTCS NMPOTUBONOKA3AHUAMY K BaKIIMHALMH.

YV vy ¢ HapyLEeHHON pPeakTUBHOCTbIO MWMMYHHOW CUCTEMbl BCJEACTBUE [PUMEHEHU
UMMYHOCYTIPECCAaHTHOH Tepanuu (CUCTEMHBbIE KOPTHKOCTEPOUIBI, IUTOTOKCUYHBIE MPENaparsl,
aHTUMETaboNIUThI, ANKUIMPYIOUIME Mpenaparbl), reHeruyeckoro aedekra, nHpekUUn BUPYyCcOM
ummyHoaeduuura yenoreka (BUY) u apyrux npuuuH 3aluTHbIA 3P (HEKT MOKET ObITh CHUKEH
(eM. «B3BAMMOJIEMCTBHUE C JIPYIT MMM JIEKAPCTBEHHBIMU CPEJICTBAMM»).
Bakuuny [apmacun® cieqyeT BBOAMTB ¢ OCTOPOKHOCTHIO JIMIIAM C TPOMOOLMTONEHMEH U
JI00bIMU HapYLIEHUsAMU CBEPThIBAHUS KPOBU, OCKOJIbKY NOC/E BHYTPUMBILLEYHON UHBEKLMHU Y

TaKUX JIM1, MOXKET pa3BUTLCA KPOBOTCUECHUEC.

2.

11241289



JIC-002293-100720

MeauuuHckuii  nepcoHan o0s3aH  NpeoCTaBUTL BCIO HeoOXoaumyio uHGopmauuo 1o
BAKLUMHALMK M BaKUHHE MALWCHTAM, POJAMTEIAM M ONEKyHaM, BKIOYas HHpopMaunuio o
MIPEUMYIIECTBAX U COMPSUKEHHBIX PHUCKAX.

BakuuHupyembiX ciie/lyeT npeaynpeauTb 0 He0OX0AMMOCTH COOOLLaTh Bpady UMM MEJCECTPE O
N100bIX HeKeNlaTeNbHbIX PeaKLUAX, a TAOKe O TOM, YTO BaKLMHALMA HE 3aMEHSET U HE OTMEHAET
PYTUHHBIX CKPUHHHTOBBIX OCMOTPOB. [l doCTHOKEHHS 3(QEKTHBHBIX pEe3yJIbTATOB KypC
BaKlMHALIMM [JOJ/uKeH ObiTb 3aBEpIUeH IOJIHOCTbIO, €CM ANl  O9TOr0 HE MMeercs
[IPOTUBOIOKA3AHUMN.

BJIMSIHUE HA CIIOCOBHOCTbD YIIPABJIAITDH TPAHCIIOPTHBIMH
CPEACTBAMU, MEXAHU3MAMMU

HccnepoBannit BAMsHWA Ha CNOCOOHOCTb YNpPaB/iiATh aBromoOunem, a Takke pabory c
MEXaHU3MaMH He POBOAMIOCH.

®OPMA BBIITYCKA

Cycnensus /i1 BHYTPUMbIILIEYHOTO BBEACHUS.

PaakoH

llepsuunas ynaxoska: 1 po3za (0,5 i) B cTepwIbHOM ¢uiakoHe (BMECTHUMOCTBIO 3 MI) M3
OopocunukarHoro Tpybuaroro crexna, tun l. Onakon ykynopen xn10opOyTunoBod NpoOKOH ¢
nokperrueM Teflon® wn Fluorotec® moa amoMuHHeBO 0GKATKOM M 3aKPBIT 3aIIEIKHBAIOMIEHCS
MJ1ACTUKOBOM KPBILIKOH.

Bmopuunas ynakoexa: 1 wnu 10 ¢prnakoHOB B KapTOHHOW Mavyke BMECTe C MHCTPYKLMEH Mo
MIPUMEHEHUIO.

OpHopa3oBbIi LINPHI

Ilepsuunas ynarxoexa: 1 po3a (0,5 mi1) B 0lHOPa30BOM CTEPUIILHOM LUOpUlle (BMECTUMOCTbHIO
1,5 mu1) u3 6opocunukarsoro crewia, tum I. lnpuu ¢ ycrpoiicTBoM 1 6e301acHOro BBeeHUA
(i ©e3 Hero) OCHAICH IOJIMKapOOHATHBIM aJalTepoM, 3alIUTHBIM OpoMOYTHJIOBBIM
KOJINAa4YKOM Y NOPLIHEM, 3aKPbIThIM NPOOKOI U3 OyTUIKAYUYyKa, MOKPHIT CUITUKOHOM.

1 0HOPa30Bblil CTEPUNbHBII MPEABAPUTENLHO 3aMOJHEHHbIH NpuUL, B KOMILIeKTe ¢ 1 win 2
CTEPWJIBHBIMH UTJIaMU (WM 0€3 UIJT) MOMEIeH B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY € KPBIILIKOH.
Bmopuunas ynaxosxa: 1 uan 10 07HOPA30BbIX CTEPU/IBHBIX IUNPULEB, 3anevyaTaHHbIX B
KOHTYPHYIO S4€HKOBYIO YIAaKOBKY C KpbILLKOM, B KAPTOHHOM Ia4uke BMECTE ¢ MHCTPYKLMEH 1o
MIPUMEHEHUIO.

YCJIOBUS XPAHEHUA

[1pu Temneparype ot 2 go 8§°C, B 3aIlIUILIEHHOM OT CBETa MECTE.

He 3amopakuBars.

XPpaHHUTh B HEOCTYIIHOM [T JeTeH MecTe.

10
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Tapnacun® crnenyeT BBOAMTL Kak MOXKHO ObICTpee MOC/E M3BIEYEHMA M3 XOJNOIMILHHUKA.
I"apmacun® MoKeT HaXOOUThCA BHE X0JI0AWIbHUKA (pu TemrepaType 25°C win Hibke) He Goree
72 qacos.

CPOK I'OJHOCTHU

3 ropa. He npuMeHsATh N0 UCTEHEHUN CPOKA [OJHOCTH.

YCJIOBHUS OTIIYCKA

OtnyckatoT no peuenty (ynakoska 1o 1 ¢guakony/1 wnpuuy).

OtnyckaoT ans JieueOHO-NPOPUIAKTUHECKMX U CAHUTAPHO-NPOGUIAKTUYECKUX YUPEXKASHUN
(ynakoBka o 1 mwiu 10 ¢1akoHOB/IIMNPHULIEB).

IOPUAUYECKOE JIUIIO, HA UMsI KOTOPOTI'O BBIJAHO PETUHCTPAIIUOHHOE
YAOCTOBEPEHHUE

Mepk lapn u doym b.B., Huaepnaanasl

MMPOU3BOAUTEJIb

IIpon3Beaeno:

Mepk Wapn u Joym Kopm., CLLIA

Merck Sharp & Dohme Corp., 770 Sumneytown Pike, West Point, PA 19486, USA
Boinyckamomuaii KOHTPOJIb Ka4ecTBa:

Mepk Hlapn u oym b.B., Hunepnanger

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, the Netherlands
OPTAHM3ALIV A, IPUHUMAIOIIAS ITPETEH3UH IIOTPEBUTEJIEN

Pexiamanyu Ha Ka4decTBO BaKLMHBI, a Taloke MHGopMaluio 000 BceX CiIydasX MOBBILICHHOU
PEAaKTOT€HHOCTH WM Pa3BUTHS NMOCTBAKIIMHAIBHBIX OCIOKHEHHH MOXKHO HAIllPaBUTH IO a[pecy:
000 «MC/1 ®apmacbroTUKanCH

yi1. Tumypa @pyuse a. 11, ctp. 1, r. Mocksa, Poccus, 119021

ten.: (495) 916-71-00; daxc: (495) 916-70-94

Cneumanucr oTaeia

1o paboTe ¢ peryJATOPHBIMH OpPraHaMH "7{ WV,
000 "MCJ] ®apmacsroTukanc” L Hep : bosa T.M.

M3 PO
SKCIEPTHBHIM OTYET
IEACTBUTEIEH UL JAHHOK
BEPCHM JOKYMEHTA

0000000007 | 424129
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