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IO MEJUIUHCKOMY ITPUMEHEHUIO TIEKAPCTBEHHOI'O IIPEITAPATA

I'am-KOBU/I-Bak
KomOunupoBannasi BeKTopHasi BAKIHHA ISt NPOQHIAKTHKH KOPOHABHPYCHOT
uH(peKuuH, BbI3bIBaeMoii BHpycom SARS-CoV-2

V {anublii JlekapcTBeHHBIH NpenapaT 3aperdcTPUPOBAH 10 NpOleAype PerHcTpalHu
npenaparToB, NpeIHA3HAYEHHBIX VISl IPUMEHEeHHs] B YCJIOBHSIX YIPO3bl BO3HHKHOBEHMSI,
BO3HHKHOBEHHS] M JIHKBHIAUNH Ype3BbIYaiHbIX cHTyauuii. MHCTPYKUMS MOAroTOB/IeHA
Ha OCHOBAaHHH OrPAaHHYEHHOro o0beMa KJIHHHYECKHX [JaHHBIX MO0 NPHMEHEHHIO
npenapara u OyaeT J0NOJHATLCS MO Mepe MOCTYIUIEHHsI HOBBIX AaHHbIX. [Ipumenenue
npenapara BO3MOKHO TOJIbKO B YCJOBHSIX MeIHIHHCKHX OPraHU3auuii, HMEIOUHX NPaBo
OCYIIECTB/ISITH BAKUHHONPO(HIAKTHKY Hace/IeHHsI B YCTAHOBJIEHHOM MOpPsiAKe.

Perncrpaunonnsrii nomep: JI[1-006395

Toprosoe naummenopanmne: ['am-KOBUJI-Bak KomGuuHpoBaHHas BeKTOpHas BaKLMHA IS
NpOQHUIAKTUKH KOPOHABUPYCHOW HH(EKLHMH, BbI3bIBaeMOi BUpycom SARS-CoV-2

MexaynapoaHoe HemaTeHTOBaHHOE WJIM IPYNIHPOBOYHOE HAWMeHOBaHHMe: BakumHa 1
Npo(UIAKTUKH HOBOM KopoHaBupycHO# uHdpekimn (COVID-19)

JlekapcrBennas opma: pacTBOp /Uit BHYTPUMBILEYHOTO BBEIEHHS

CocraB Ha 1 103y

KommnonenT I cogepikur:

[eticmsyloujee  6eujecmso: peKOMOMHAHTHbIE aJCHOBUPYCHbIE YacTHLbl 26 CepoTHMa,
coneprkaniue red 6enka S Bupyca SARS-CoV-2, B konmuectse (1,0£0,5) x 10! yactu.
Bcnomozamenvivie 6eujecmea: Tpuc(ruapokcuMeTHI)aMuHOMeTaH — 1,21 Mr, HaTpus XJIopua —
2,19 mr, caxaposza — 25,0 mr, nonucop6ar 80 — 250 MKr, MarHus XJopuaa reKcarmapar —
102,0 mxr, DITA nunarpueBas cosnpb auruapar — 19,0 mxr, sranon 95 % — 2,5 Mk, Boaa s
WHBEKUUK — 10 0,5 M.

Komnonent II copepixur:

[eticmsyiowee  6ewjecmeo:  peKOMOWHAHTHBIC —aJCHOBMPYCHBIE YacTHLLl 5  CEpOTHIA,
coneprkaiue red 6enka S Bupyca SARS-CoV-2, B konuyectse (1,0£0,5) x 10" vacTui.
Benomozamenvuvie 6ewjecmsa: Tpuc(ruapoKCUMeTHI)aMUHOMeTaH — 1,21 Mr, HaTpust XJA0pU —
2,19 mr, caxaposa — 25,0 mr, nomucopGar 80 — 250 MKr, MarHms XJOpHAa reKcaruapar —
102,0 mxr, DJITA nunatpuesas conb auruapat — 19,0 mxr, stanon 95 % — 2,5 Mk, Boxa st
UHBbEKUMH — 10 0,5 M.

Onucanue

3amopooicenniii npenapam
Kommionent [. PacTBop 3aMOpOKeHHBIN — MJIOTHAs 3aTBEep/eBINas OENOBATOrO LBETA Macca.
[locne pasmopakuBaHMs: ONHOPOAHBIA GECLUBETHBIH MIM C KEJTOBATHIM OTTEHKOM ClIErKa
OmnajecUMpyOIIHI pacTBOp.



KomnoneHt II. PacTBop 3aMOpokeHHBI — MJIOTHast 3aTBep/eBlIas OEJOBATOrO LBETA Macca.
[locnte pasmopaxuBaHMs: OJHOPOAHBIA GECUBETHBIA MM C XKENTOBAaTHIM OTTEHKOM CJerka
OMasieCUMPYIOLHIA pacTBOP.

Kuoxuu npenapam

Kommonent . OnHopoaHbIi GeCLBETHBIM HIIH C JKeJITOBATBIM OTTEHKOM CJIErKa OMaaeCLupyOmHmii
pacTBop.

Komnonent II. Oanopo/Hblii GeclBETHBIN HIIN ¢ JKEITOBATBHIM OTTEHKOM ClIErka onajeciupyomuii
pacTBop.

XapakrepucTuka

Bakuuna mnosyyena 6MOTEXHONOTMUYECKHM Iy TeM, TP KOTOPOM He MCTIONb3YeTCsl MaTOreHHBIH
Ans yenoseka Bupyc SARS-CoV-2. [Ipenapat cOCTOUT U3 ABYX KOMIIOHEHTOB: KOMIOHEHT | U
KOoMMoHeHT 1.

B cocras kommonenta I BXOAMT pPeKOMOWHAHTHBIH aA€HOBUPYCHBIH BEKTOP HAa OCHOBE
aJIcHOBMpyca 4YesioBeKa 26 cepoTuna, Hecyiuid ren Genka S Bupyca SARS-CoV-2, B cocra
KommnoHeHTa Il BXOAMT peKOMOMHAHTHBIN aJeHOBUPYCHBI BEKTOP Ha OCHOBE aJ€HOBHpYCA
4eJIOBEKa 5 cepoTHIa, Hecyluii reH Genka S Bupyca SARS-CoV-2.

®apmakoTepanesTuyeckasi rpynna: MUBII-sakuuna
Koa ATX: JO7B

dapMaKko/IOrHYecKHe CBONCTBA

Bakuuna unaynmpyer gopMupoBaHie ryMopaibHOrO M KIETOYHOrO MMMYHHTETA B OTHOIIEHHH
KOpOHaBUpYCHOM MH(}eKLMH, BbI3bIBaeMOit BUpycom SARS-CoV-2.

MmMmyHonoruyeckas s¢ppekTMBHOCTE

MmMmyHosornueckue cBoiicTBa 1 0e30MacHOCTb BAKLMHBI W3YYald B Pa3jIMYHBIX KIMHHUYECKHMX
MCCJIEZIOBAHUAX Y B3POCIBIX 100poBOIIbLIEB 000€ro MoJsia B Bo3pacte crapiue 18 ner.

[Ipomerxy ToUHBIH aHaIM3 IMMYHOTEHHOCTH 10Ka3aJl, YTO BaKLMHA GOPMUPYET MIMMYHHEBIH OTBET
y nobpoeosnbues. [lpu muccnenoBaHMM TyMOpalbHOTO HWMMYHHOTO OTBETA CBIBOPOTKH
A00poBOJIbLEB ObLIM MPOAHANM3UPOBAHBI HA HAJIWYHE AHTHTEN, CEUUPUUYHBIX K PELENTOp-
CBS3BIBAIOLEMY JOMEHY riaukonporerHa S Bupyca SARS-CoV-2 na 42-it neHp oT Havana
BAKLIMHALMKU: B IPYIIE BaKLUMHUPOBAHHBIX CPEJHEE FE€OMETPUYECKOE 3HAYEHHE TUTpA aHTUTEJ
cocraBuio 8996, yposenb cepokonBepcun — 98,25 %. Ilpu cpaBHenuu ypoBHs RBD-
creuMUYECKUX aHTUTEN MEKIY BO3PACTHBIMH CTPaTaMHM CTATMCTMUECKH 3HAYMMas pasHUIA
Oblna mokasana s rpynmsl 18-30 eT OTHOCHTENBHO OCTAIBHBIX BO3PACTHBIX IPYII: CpejHee
F€OMETPUYECKOE 3HaYeHHe TUTpa aHTUTeN cocTaBuao 18102-22067, ypoBeHb CepOKOHBEPCHH —
100 %. YpoBHM aHTUTEN JOCTOBEPHO HE pasiMYalMCh Y MY>KYMH U xKeHIMH. Ha 42-if nens ot
Hayajla BaKUWHALMKM CPEAHMH TEOMETPHYECKMH TUTP HEHTPANM3YIOIIUX AaHTUTENl Y
MMMYHH3UPOBaHHBIX 100poBOJbLEB cocTaBul 44,47, ypoBeHb CepOKOHBepcH — 95,83 %,
CTaTUCTHYECKH 3HAUMMON Pa3HULIBI Y J0GPOBOJIBLEB PA3IM4HOIO 11012 M BO3PACTA HE BBISBJICHO.
Wmmynusauns  npenapatom  [am-KOBU/I-Bak  dopmupyeT — HanpsyKeHHbIi  aHTHIeH-
creudpUYEcKUi  KIETOYHBIH NPOTHMBOMH(BEKUMOHHBIH MMMYHHTET TpPAaKTHYECKH Y BCex
obciie1oBaHHBIX  106pOBONIBLEB  (OPMHUPOBAHHE AHTHUreH-CTIELMPUUHBIX KJIETOK O0OOMX
nonyysiuid - T-numpountos:  T-xennepubix (CD4+) wu  T-uurorokcuueckux (CD8+) wu
JAOCTOBEPHOMY MOBBILIEHHUIO cekpeunn UDHYy).

3alWMTHBIA THTP aHTUTEN B HACTOsLIEE BpPEMs HeM3BECTeH. I1poJ0/KHTENBHOCTD 3allHThI
HEH3BECTHA.

KnvHnyeckue uccneoBaHus 1Mo M3yYeHHIO MPOTEKTHBHON 5((EKTHBHOCTH TPOIOIKAIOTCS B

Hactosiee Bpems. [0 1aHHBEIM MPOMeEXYTOYHOro aHanu3a 3PeKTUBHOCTL COCTaBIAET Gosee
91 %.



ITokasanus K NpUMeHEHHI0
IIpodunakruka HoBo# KoponaBupycHoit HHpekun (COVID-19) y B3pocbix crapie 18 ner.

IIporuBonoka3anus

— ['MnepuyBCTBUTENFHOCTE K KaKOMYy-l1M0O KOMIIOHEHTY BaKLUMHbl MM  BakLMHE,
coziepKallen aHaIOTMYHbIe KOMITOHEHTHI;

—  TSOKEJIbIE a/NIEprUUeCKUe peaklliii B aHAMHE3E;

— OCTpbIe MH(EKUMOHHBIE M HeHMH(pEKLUMOHHBIE 3a00/IeBaHUs, 060CTPEHHE XPOHHYECKHX
3a00/1€BaHNH — BAKLMHALMIO MPOBOJAT Yepe3 2-4 Helea Mocjie BBI3A0POBICHUS HIIH
HacTymieHus: pemuccuu. [lpu netskensix OPBU, ocTpbix nHOEKIMOHHBIX 3a060/1€BaHUAX
JKKT — BakuMHaLMIO MPOBOJSAT M0C/IE HOPMAITU3ALIMH TEMIIEPATYPhI;

— BO3pact 10 18 n1eT (B CBA3M ¢ OTCYTCTBHEM AaHHBIX 00 3(HEKTUBHOCTH ¥ GE30MaCHOCTH).

[IpoTBONOKa3aHus A5 BBeAeHUs KomrioHeHTa I1:

— TSDKENBIe  TMOCTBAKUWHAJIBHBIE OCJIOXKHEHUS (aHaQUIAKTHUECKHI INOK, TSKEJIbIe
F€HEpaIM30BaHHbIC AJUICPTUYECKUE PEAKLIMH, CYI0POKHbIH CUHAPOM, TeMIepaTypa Teia
Bbite 40 °C u T.11.) Ha BBeJIeHHE KOMITIOHEHTA | BAKLIMHBI.

C ocTOpoKHOCTBIO
[IpuMeHATE BaKLMHY € OCTOPOXKHOCTBIO TPH XPOHMYECKHX 3a00J1€BAHMAX TEYEHH M TOYEK,
SH/IOKPUHHBIX 3a00/1€BAHUAX (BBIPAXKEHHBIX HapyIIEHUsX (QYHKUMM LIMTOBUIHON Kelae3bl U
caxapHoM JualeTe B CTaIMH IEKOMIICHCALIMH), TSOKEIBIX 3a00.1€BaHUAX CHCTEMBI KDOBETBOPEHHS,
SMUJIETICHH M ApyruX 3abonesanusax LIHC, ocTpoM KopoHapHOM CHHIPOME M OCTPOM HapyIIEeHUH
MO3rOBOI0 KpOBOOOpAIeH s, MHOKapIUTaX, SHIO0KapANTaX, ePUKAP/IUTAX.
Benencreue HeocTatka MHGOPMALMK BaKLMHALIMSA MOKET MPEACTABIATH PUCK JUIS CJIELYIOIMX
TPy [MaLHUEHTOB:
= € ayTOMMMYHHBIMHU 3a00/1€BaHUAMH (CTUMYJISILIUS MIMMYHHOM CHCTEMBI MOXKET MPUBECTH
K obocTpenuio 3aboneBaHus, OCOOEHHO CIIEAYET C OCTOPOKHOCTBIO OTHOCHTHCH K
MalLKEeHTaM ¢ ay TOMMMYHHOM MaTOJIOTHEH, UMEIOLIEH TEHAEHUHIO K Pa3BUTHIO TSDKEJTBIX U
YKU3HEYTPOXKAIOLIMX COCTOSIHUM);
- €O 3JI0Ka4eCTBEHHBIMU HOBOOOPa30BaHHUAMH.
[IpunsaTHE pereHns o BaKLMHALKMHK J0/DKHO OCHOBBIBATHCA HA OLIEHKE COOTHOIIEHMS TOJB3bI U
pHUCKa B KaXK/10i KOHKPETHON CUTYaLUH.

[Ipumenenne npu GepeMEHHOCTH H B MEPHO/ IPY/AHOT0 BCKAPMJIMBAHMSI

[o pesynbTaTam uccie0BaHMI Ha JKUBOTHBIX, PENPOAYKTHBHAS TOKCHYHOCTB M TEPATOTEHHOCTh
orcytcTByrOT. Kivnnueckue uccenenoranus ['am-KOBWJ/I-Bak npu  GepemeHHOCTH He
NpOBOAMINCH. B cBA3M ¢ >TuM npumenaTts npenapat ['am-KOBUJ[-Bak npu GepemeHHOCTH
CIICYET B TEX CIIyyasx, KOria oKuaemas 1oJib3a /s MaTepH MPeBbILIAeT MOTEHUHATbHBIN PHUCK
Ui mtoja ¢ 22 Heaenu 6epeMeHHOCTH.

Kannuyeckne nannbie no mpumeHenuto npernapata ['am-KOBUJI-Bak y KeHLIMH, KOpMSIIMX
rPyAbIO, W MJIAJICHLEB OTCYTCTBYIOT. B Hacrosluiee BpemMsi HEW3BECTHO, CHOCOOHBI JIH
ACHCTBYIOLIME BELIECTBA, BXOAIIME B COCTAB BAaKIMHBI, IPOHUKATH B IPyaHOE MOJIOKO. [Tepen
MPUHATHEM PELICHUS O BAKLIMHALIMK KOPMSILIEH JKEHIIMHbBI HE00OX0/MMO OLIEHUTh PUCKH U TOJIB3Y
JAHHOM BaKLMHALMH.

Cnocob npuMeHeHHs! ¥ 103bI

Bakuuna npepHasHadeHa TONBKO IS BHYTPUMBILIEYHOrO BBeAeHHs. CTporo 3armpereHo
BHYTPUBEHHOE BBEJCHHUE Mpernapara. BakuuHy BBOJAT B 1€JIbTOBU/IHYIO MBILILLY (BEPXHIOIO TPETh
Hapy)KHOH MOBepXHOCTH muieya). [Tpy HEBO3MOXKHOCTH BBEJEHHs B JEJbTOBHUIAHYIO MBIIILY —
npernapaT BBOJIAT B JIaT€PajbHYIO IIMPOKYIO MBILILLY Oesipa.

BakuuHauuio npoBoasT B JBa STana: BHavane KomroHentoM | B mose 0,5 mi, 3aTem, yepes 3
Heaeau — komrnoHeHTom II B 1oze 0,5 mu.



[locne BBeneHMs BaKUMHBI MALMEHT [OJDKEH HAXOMMTHCSA MO HAOIIOACHHEM MeIMLIMHCKUX
paboTHUKOB B TeyeHHe 30 MUHYT.

IIpumenenue sakyunvl npouszsodcmea PI'BY « HULIOM um. H @. Famaneuy Munzopasa Poccuu
(punruan «Meoeamany OI'BY « HULIOM um. H.®. Famaneuy Munzopasa Poccuu) (raxonst) u
AO «Bunnodapmy (amnynwr)

[lepen BakumnupoBaHmeM (rakoH WM ammyny ¢ KommoHeHtom | wam Il gocraror u3
MOpO3MJIbHOM ~KaMepbl M  BBIAEPKMBAIOT [PH KOMHATHOM TeMIieparype /10 MOJHOro
pasmopaxuBaHus. OCTaToK BK/IIOYEHHH baa He gomyckaetcs! [IpoTuparoT uiakoH uitu amiyty
CHapyKH candeTkoll criupToBoit 11s yaaneHus Biard. OCTOPOKHO MEPEMEIHBAIOT CONEPKUMOE
nokavynsanueM. He nonyckaercs BetpsaxuBaHue (akoHa M amMItyibl!

CHMMAIOT 3aLUMTHYIO MIACTHKOBYIO HAKMAAKY ¢ (iakoHa W 06paGaThiBalOT Pe3MHOBYIO MPobKy
candeTkoi CUpTOBOiA. BCKpBIBAIOT aMITy Ty 10 LIBETHOM TOUKE.

Hcnosie3ys oHOpa3oBkIi WNpHIL ¢ UIIIOH, 0TOMpatoT 103y 0,5 MJT 17151 BBEI€HHS NALIMEHTY.

He nonyckaercst XpaHeHHe pa3MOpPOKEHHOTO Npernapara!

[ToBTOpHOE 3aMOpaXk1BaHKe He AoMmycKaeTcs!

IIpumenenue saxyunvl npouzseodcmea AQ « 'EHEPUYMy (draxoust), OAO «DPapmcmarndapm-
VhaBHTA» (¢hnakonwi, aunynvr) u 340 «JIEKKO» (hraxonwr)

3amopodicennvlii npenapam

Brumanue! Ilosmoproe 3amopadsicusanue ¢pnakona uiu amnyivl ¢ pacmeopom ne 0onyckaemcs!
Cymmaproe 6pema Xpanenus pasmopodCeHHO20 pacmeopa npu KOMHAMHOU memnepamype He
00194CHO npesbiuiams 2 yacos. Heucnonb306annas aKyuna nOONEHCUM YHUYMONCEHUIO.

[lepen BakuunHupoBanueM ¢uakoH wiaM ammynay ¢ kommoHeHtoM | wim I gocraror u3
MOPO3WJIBHOM KaMepbl M  BBIIEPKMBAIOT TPU  KOMHAaTHOW Temmepatype [0 TOJHOrO
pasmopaxkuBanusi. OCTaTOK BKJIFOUEHHH JbJa He jomyckaercs! [IpoTuparoT GpiakoH Wik amyty
CHapyXH cajnpeTKol CUpToBOH 11 yaaaeHus Biark. OCTOPOXKHO MEPEMEIIMBAIOT COAEPKUMOE
nokayrBanueM. He nomnyckaercs BcTpsixuBaHue GiakoHa WK aMITy.ibl!

CHMMaKOT 3alMTHYIO MIACTHKOBYIO HAaKJIaJKy ¢ (lakoHa U 00pabaThIBAIOT PE3MHOBYIO MPOOKY
candeTKoi CUPTOBOM. AMITYIJIy BCKPBIBAIOT M0 KOJIBLYY /WM TOYKE M3JI0Ma.

Hcnone3ys oaHOpa3oBBIi WINPHIL ¢ UIIOH, 0TOMpatoT 103y 0,5 Ml 1U1st BBeAeHH nauueHTy. Jlus
KaXJ10¥ HHBEKLMH HEOOXOIMMO UCIIOJIb30BATh OTAEIBHBINA OTHOPA30BbIil CTEPUIIBHBIN LITPHIL ¢
UTJION.

Brumanue! Jloza, ssooumas nayuenmy, ne oondxcra npesviuiams 0,5 mn!

MHoroz030Bble (J1aKoHBI
Eciu nocnenyromme MHBEKUMM MO Kakoi-mMOO NpHYMHE OTKIAABIBAIOTCH, JOIMYCKAETCs
XpaHEHHE BCKPHITOrO UIIK HEBCKPBITOTO (hi1akOHA MPU KOMHATHOH TeMIepaType He 6oJiee 2 4acoB.

MHOro1030BbIE aMITyJIbI

Coaepxumoe amyJibl peKOMEHIYETCsl MCIOJb30BaTh He3aMelInTebHO. Ecu mocneayroume
MHBEKLMK 10 KaKOW-IMOO NpUYMHE OTKIaJbIBAIOTCS, JOMYCKAETCS XpaHEHHEe BAKLMHBI MPH
KOMHATHOM TeMIepaType: BCKPBITOH aMMyJibl, 3aKpBITOW CTEPHIBHOM candeTkol, He Gosee
| yaca; HEBCKpBITOH amITy /bl — He Gostee 2 4acos.

BHHUMAHME! Onna ammyna coaepuT aBe 103bl BaKUMHBL. OOBeM OJHOM 103bl COCTaBISET
0,5 ma. Oanomy naumenty BBoAUTH 1 103y (0,5 mi).

OJIHO1030BBIE AMITYJIEI

ConepxXnuMoe amImysiel peKOMEHJyeTcs MCIONb30BaTh He3aMeUThTeNbHO. Eciu moceayromme
MHBEKIMKM 110 KAaKOH-TUOO0 TNpUYMHE OTKJIAABIBAIOTCS, JOMYCKAETCs XpaHEHHE HEBCKPBITOM
aMmITyJibl IPM KOMHATHOM TemriepaType He GoJiee 2 4acoB.




/Kuokuii npenapam

Buumanue! 3amopagicueanue raxona wiu  amnyrer ¢ pacmeopom e Odonyckaemcs!
Heucnonvsoeannas eakyuna noonesxcum ynuumodsicenuo.

[lepen BakumHupoBaHMeM (akoH WM ammyny ¢ kommoHeHtoM | wim Il gocraror u3
XOJIOMU/IbHUKA W BBIZICPKMBAIOT MPH KOMHATHOM TeMIeparype, JOMyCKaeTcs cjierka HarpeTh
npemnapart, Harnpumep, noiepxan ero B pykax. He cinenyer HarpeBats npenapar soime 37 °C.
CHHMAIOT 3alIMTHYIO MIACTHKOBYIO HAKJIAAKy ¢ (iakoHa U 06pabaThIBAIOT PE3MHOBYIO MPOBKY
ca(eTKOH CIUPTOBOI. AMITYJTy BCKPBIBAIOT 110 KOJIBLLY H/MJIH TOUKE H3/I0Ma.

Henosib3yst onHopasosbii wmnpwix ¢ urioit, otéuparot 103y 0,5 M1 a5 BBeeHUs mauueHTy. Jns
Ka)K/10M HHBEKLWH HEOOXOIMMO HCTIO0/IB30BaTh OTACJIBHBIN OHOPA30BbIM CTEPHIIBHBIN LIMPHIL
UIJION.

Brumanue! Jlosa, é600umasn nayuenmy, ne dondxicna npesoiuams 0,5 mn!

MHoOro1030BEI€ hJIaKOHEI
Ecnu nocjeAyroue HWHBEKUHUU I10 KaKo#-11b0 MMPpUYHUHE OTKJIaAbIBAIOTCA, OOITYCKACTCA
XPaHCHHUE BCKPBITOTO UJIA HEBCKPBITOTO q)ﬂaKOHa Ipu KOMHATHOM TEMIIEpATypE HE OoJtee 2 4acosB.

OHO/1030BbIE aMMYJIBI

CozepxxumMoe  OfHOH  ammyJiBl  PeKOMEHIYeTCsi MCIOJb30BaTh He3aMelIuTeNbHo.  Eciu
MocjIeAyoUre UHBEKIMH 110 KaKOH-IM00 MpHUYMHE OTKIIAaBIBAIOTCHA, JOMYCKAeTCs XpaHEHHeE
HEBCKPBITOM aMITyJibl IPU KOMHATHOM TeMIiepaType He GoJiee 2 4acoB.

Ipumenenue saxyunvl npouzeoocmea 340 « BHOKALy (hrakonwr)

3amopoxcennsiit npenapam

[lepen BakumuupoBanem ¢iakoH ¢ komrnoreHToM | nim I gocTaroT U3 MOpO3HIIBLHON Kamephl U
BBIZICP)KUBAIOT TpPH KOMHATHOM Temreparype A0 [OJHOro pasmopakuBaHus. OcTaTok
BKJIFOYEHHH Jibia He noryckaercsa! [Tpotupator diakoH cHapyku caadeTKod CrMpTOBON a/s
yaanenus Biaard. OCTOPOKHO MEPEMEIIMBAIOT COAEPIKUMOe MokaymBanueM. He momyckaercs
BCTpsIXMBaHHUe (akoHa!

CHMMAIOT 3alIMTHYIO MJIACTUKOBYIO HAKJIAAKY ¢ (iakoHa W 06pabaThiBaloT pe3MHOBYIO MPOOKY
candeTkoii CriUupTOBO.

Hcnonb3ys oaHopa3oBblil NpHIL ¢ Uriioit, 0ToupatoT 103y 0,5 M1 1S BBEICHUS MAaLUEHTY.
Eciv mocnenyromue uMHBEKUMHM 10 KaKOW-1uOO MpHYMHE OTKIAJbIBAKOTCS, JOMyCKaeTcs
XpaHeHHe BCKPBITOro (iakoHa no 3 M1 He 6oJiee 2 4acOB MPU KOMHATHOMN TeMIIEpaType.

He nonyckaercs XpaneHnne pa3MopokeHHOTo rnpenapara Bo ¢paakonax no 0,5 m!

[ToBTOpHOE 3aMOparkMBaHKe He JoMmycKaeTcs!

/Kuoxkuit npenapam
Brumanue! He ucnonvsoeamo gnaxon ¢ npenapamom ¢ eudumvivu degexmamu yKynopouHot
cucmemvl wWunu cmekna. 3amopasicusanue Graxkona ¢ pacmeopom ne oonyckaemcs!

D1aKOH AOCTAIOT U3 XOJIOAMIBHHKA U BbIACP)KUBAIOT [IPU KOMHATHOM TeMIepaType, 10MyCcKaeTcs
CJIErKa HarpeTh npenapar, Harnpumep, 1oJepxkas ero B pykax. He ciexyer HarpeBats npenapat
Boiie 37 °C.

CHMMAIOT 3aLUMTHYIO MJIACTMKOBYIO HAK/IaAKy ¢ (iakoHa U 06pabaThiBAlOT PE3MHOBYIO MPOOKY
candeTKoi CrMpTOBOiA.

Hcrnonb3ys onHopa3oBelil mpwit ¢ Mrioii, oTGuparoT 103y 0,5 MJT 1A BBEJICHHS TALIMEHTY.
Ecmu nocnexyiomme vHbekuMM 10 KakoW-1MGO MpUYMHE OTKIAJBIBAKOTCS, JOMYCKAeTCs
XpaHeHHE BCKPBITOro (uiakoHa no 3 my1 He Gosiee 2 4aCOB MPU KOMHATHOM TeMTeparype.

Brumanue! K ucnonb3oBaHMIO HEMPUrOAeH Mpenapar (KHAKAH W/MIM 3aMOPOJKEHHBIN) C
AeeKTaMi yKyIOPOYHOH CHCTEMBI M/WJTM HapyLICHHOW MapKHPOBKOH (1akoHa WMITH aMITyJibl,



NpU M3MEHEHHH (U3MYECKHX CBOWCTB pacTBOpa (MyTHOCTb, OKpAalUMBAaHHE), HENPaBUIBHOM
XPaHEHUHU W/MITH ¢ UCTEKILIMM CPOKOM IOJHOCTH.

IIpumenenue saxyunvl _npouzsoocmea AQO «P-Dapmy (dnaxonv)) u 000 «CIIVTHUK
TEXHOIIOJIHC », xomnonenm 1l (hraxomnw)

Brnumanue! K ycnonp30BaHHIO HenpurozeH mnpenapar ¢ aepexramu YKYNOPOYHON CHCTEMBI
W/MIIM HapyUIEHHOH MapKHUpOBKOWM (iakoHa, MpH M3MEHEHUH (u3HuecKuX CBOWCTB pacTBOpa
(MyTHOCTb, OKpalllMBaHHUE), HEMPABUILHOM XpaHEHUH H/UJIH C HCTEKIIUM CPOKOM I'OJTHOCTH.

OaHo/1030BbIE (IIAKOHBI

[Tepen Bakumnuposanuem duakon ¢ komrnoHentom | i I1 10CTarOT U3 MOPO3UIBHOM KaMeph 1
BBIICP)KUBAIOT TNPU  KOMHATHOW TemrepaTrype [0 TOJHOrO pasMopakuBaHusa. OcTaTok
BKJIIOYCHHUH 7bJa He jpomyckaercs! IlpoTupator diakon cHapyxu candeTkoil crupToBoi as
yaanenus Bnard. OCTOPOXKHO MepeMEINMBAIOT COAePKUMOE MoKauuBaHueM. He momyckaercs
BCTpsAXMBaHUe (1akoHa!

CHMMIOT 3aIUMTHYIO MIACTHKOBYIO HAK/IAJKy ¢ (iakoHa ¥ 06pabaThiBalOT PE3MHOBYIO MPOOKY
candeTkoit crupToBOii.

Hcnonb3ys onHopasosslit mnpyi ¢ Uriioii, otéuparot 103y 0,5 MI1 1S BBEA€HUS MALUEHTY.

Jns Kaxka0i MHBEKLIMM HEOOXOAMMO HCIONIb30BATh OT/IENBHBIA OJHOPA30BbIi CTEPUILHBIN
LITTPULL C UTJIOMN.

Brumanue! Jlosa, 6s00umas nayuenmy, ne doncna npesviuiams 0,5 mn!

He nomyckaercs XxpaHeHHe pa3MOpPOKeHHOTO npenapara!

[losropHoe 3amopakmBanue He jgomyckaercs! Heucrionp3oBaHHas BaKLMHA MMOIEKHUT
YHUUTOXKEHHIO.

MHuoroz0308Bble dJ1akoHbI

[lepen BakuuHupoBanuem ¢GakoH ¢ komrnoreHToM [ nim 1 10cTaroT 3 MOpO3UIIBLHOM Kamephl 1
BBIICP)KUBAIOT TIPM KOMHATHOWM TemmepaTrype /0 TOJHOrO pasMopakuBaHus. OcTaTok
BKJIIOYCHHUH Jbja He aomyckaercs! [Ipotuparor dakon cHapyxku canderTkoi CUpTOBOM s
yAaneHus Binard. OCTOPOXKHO MeEpEeMEILHMBAIOT COAepPIKUMOe ToKaynuBaHueM. He momyckaercs
BCTPsIXMBaHUE (prrakoHa!

CHMMAIOT 3aLUMTHYIO MJIACTUKOBYIO HAK/IAAKY ¢ (iakoHa M 06pabaThiBAIOT PE3UHOBYIO MPOOKY
candeTKoit CrupToBOiA.

Hcnonb3yst oaHOpasoBbli WNpyiL ¢ Urioii, oTouparot 103y 0,5 Ml /1Sl BBEIEHUS NALIMEHTY.

Jns Kaxa0# MHBEKUMH HEOOXOAMMO HCIONB30BaTh OTAENbHBIH OJHOPA30BHIA CTEPHILHBIN
LITPULL ¢ UTTION.

Brumanue! Jlosa, 6s600umasn nayuenmy, ne doncna npesviuiams 0,5 mn!

Ecin nocnenyroume MubeKUMM N0  Kako#-muG0 NpUYMHE OTKIAIBIBAIOTCA, JOMyCKaeTes
XpaHEHHE BCKPBITOrO MJIH  HEBCKPBITOTO Pa3sMOPOXKEHHOro (JIakoHa MpPH  KOMHATHOM
Temnepatype He Gosiee 2 4acos.

[loBropHoe 3amopakuBanme He paomyckaercst! Hewcrosnb3oBaHHAas BaKUMHA —TOJJICHKHT
YHUUTOXKEHHIO.

V¥ Unpopmauus 11 MEIMLMHCKIX PaGOTHUKOB, BHIMOMHSAIOMMX BAKIIMHALMIO JIEKAPCTBEHHBIM
MpenapaToM: JaHHBIH JIEKApCTBEHHBIA TpenapaT 3aperncTPUpOBaH MO 0COGOM Mpolesype
PETMCTpAllMH, B CBA3M € 4eM HeoOXxoaumo yseaomisaTh PeaepanbHyto ciykOy Mo Haazopy B
chepe 31paBoOXpaHeHHs O Kaka0oM (aKTe NMPUMEHEHHs JIeKapCTBEHHOTO Mperapata, myTeM
BHECEHHUsl MHPOPMALIMK B COOTBETCTBYIOLUMH pa3/es nHpopMalnoHHo# cuctembl ETUC3.

ITo6ounoe geiicrBue
He:xenarenbHble siBnenus (HT), XapaKTepHbIE VIl IPUMECHEHHUS BaKLIMHBI, BbIABJICHHBIE B paMKax
KJIMHUYECKHUX MCCIIEIOBAHUH, a TAKXKe MCCIIEN0BAaHUM APYrUX BaKLMH Ha OCHOBE aHAJOTMYHON
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