NMHCTPYKIM
1o npuMeHenuio npenapara PAJJOCTUH® Buracun s NpOPUIAKTUKY U JICUEHUS
TMIIOBUTAMHHO30B U 3a00JI€BaHMH, pa3BUBAIONIMXCS HA UX QOHE, y Toy6eit,
ACKOPATHBHBIX U MEBYUX IITUI B IIEPUO AHIIEKIAJKA U BCKAPMJIMBAHUS [ITEHIIOB

(Opranusanus-paszpadorunk OOO “HBI[ Arposersamura”,
129329 r. Mocksa, Urapckuii npoesn, 1. 4, ctp. 2)

I. O6Gume cBenenus
1. ToproBoe HammeHoBaHMe JieKapcTBeHHOro npenapata: PAJIOCTUH® Buracun
(RADOSTIN® Vitasil).

MexkyHapoJHOe HeNaTeHTOBAHHOE HAMMEHOBAHUE: PETUHON, XoJeKalbIudepor,
TOKO(hepo.

2. JlexapcTBeHHas Gopma: pacTBOp ISl OPaILHOTO IPUMEHEHHS.

JlekapCTBEHHEIH NpenapaT B KauecTBE NEHCTBYIOIMX BELIECTB B 1 MJI CONEPIKHT:
BuTaMuH A — 31500 ME, Butamun D; — 6750 ME, Buramun E — 25 wmr, a Taxxke
BCIIOMOTaTeJIbHOE BEIIECTBO: BOAY IUCTHUTMPOBAHHYIO 10 1 MII.

3. Ilo BHemHeMy BU[y Npenapat NpeACTaBIsieT co0oi pacTBOP OT XKENTOro 10 TEMHO —
OpPaH’KEBOIO IIBETA.

Cpok romHocTH mnpenapaTta NpU COOGIIOACHUM YCIOBMIl XpaHeHHs — 1 rox co s
npousBosicTBa. 3anpernaercs npumensats PAJJOCTUH® Buracui mo ucreuennu CpoKa
TOQHOCTH.

4. Beimyckaror npenapat pacdacoBanHbiM 1o 10, 15, 20, 25 u 40 ma B IIOJIMMEPHBIE
(baakoHBI-KaIeJIbHUALBL, 110 1 U 5 M B IIOJIMMEPHBIC IUITETKUA-KaNeIbHUIEI; 110 20, 25 u
50 mi BO (IaKOHBI TEMHOTO CTeK/ia, CHAGKEHHBlE KpBIIKOW-KANe bHULEH |
YKYIOPCHHbBIC HaBUHYMBACMOH MOMMMEPHOM Kpbiukoi; mo 100 u 200 M1 Bo (1aKoHsI
TEMHOTO ~ CTEKNIa COOTBETCTBYIOIICH BMECTUMOCTH, YKYIOPEHHBIE PE3HMHOBBIMU
NpOoOKaMy M yKpEIUIeHHbIe aIFOMUHUEBBIMU KOJINaukamu. Kaxaplit (1akoH-KarneapHUIY
YIaKOBBIBAIOT B KAPTOHHYIO Ma4yKy BMECTE ¢ MHCTPYKIHEH 10 npuMeHeHuo. [TumeTku-
KaleIbHUIBl MO 6 WiIM 3 IITYKM YNAKOBHIBAIOT B KAPTOHHBIE MAYKH BMECTE C
UHCTPYKUMEN 10 IPUMEHCHHUIO.

5. XpaHAT JICKapCTBEHHBI Nperapar B 3aKpHITONl YIIAKOBKeE IIPOU3BOAUTENS, B
SallMIICHHOM OT CBETa MECTE, OTJENBHO OT IMIIEBBIX MPOAYKTOB U KOPMOB, IIpH
temmeparype ot 0 °C g0 25°C.

6. PAJOCTUH® Buracun CIEAYET XpaHUTh B HEJOCTYITHOM JIJIsl IETE€H MecTe.

7. Hemncrionb3oBaHHBIN JIeKapCTBEHHBIH Mpenapar YTWIM3HPYIOT B COOTBETCTBUU C
TpeOOBAHUSIMU 3aKOHOIATEILCTBA.

8. Ycnosus ormycka: 6e3 perienta BETepHHAPHOTO Bpaya.



II. dapmakosoruveckue CBOWCTBA

9. PAJIOCTUH® BUTAackI OTHOCHTCS K KOMILTEKCHBIM BOJIOPaCTBOPUMBIM BUTAMHHHBIM
npenapataM, B KOTOpoM BuTamMuHbl A, Ds;, E Haxomsrcs B ¢usnonormuecku
000CHOBAaHHBIX COOTHOILICHUSAX.
10.KommoHeHTsI, BXOAALIME B COCTAB MpeTapaTa, OKa3plBAIOT CHHEPIUAHOE ACHCTBIE Ha
OpraHW3M TMTHIIBI, BEIPAXAIONIEECS B HOPMaM3AallMM OOMEHA BEIIECTB, TOBBIIICHUN
PE3UCTEHTHOCTH OPraHu3Ma, CTUMYJISLIUU POCTa U Pa3BUTHS.

[To cremenu BO3JAEHCTBHSA Ha OpraHW3M IIPErapaT OTHOCHTCS K MAallOONACHBIM
BeuecTBaM (4 kinacc onacuocty o 'OCT 12.1.007-76).

III. TTopsiox npuMeHeHHs

11. PAJIOCTUH® Buracun NPUMEHSIOT Ul NpOGUIaKTUKU U JIeYECHUs
TMIIOBUTAMUHO30B ¥ 3a00JicBaHMM, pasBUBalOmuXcs Ha wuX GoHe, y roay0ei,
JACKOPaTHBHBIX M IE€BYMX INTULl B IEPUOJ SHUEKIAJKA M BCKAPMIIMBAHUS IITEHIIOB;
OBApUWTOB, CAJIBIIMHTUTOB; YIYYIICHUS TEMIIOB pPOCTa M Pa3BUTUSA, ITOBBIIICHUS
COXPAaHHOCTH IITCHIIOB U BOCCTAHOBJIEHUS IIEPHEBOT0 MOKPOBA.
12. IlporuBonokasanuii K NpMMEHEHHUIO TIperapara He YCTaHOBJIEHO.
13. C neuebnoit nensio PAJOCTUH® Buracuwn BbimauparoT u3 pacyera 0,5 mna
nperniapata Ha 100 ma Bomel (6-7 kanmens Ha 30 Ma Boasl) B TeueHue 10 aueii.
JIexapcTBeHHBIN pacTBOp roTOBAT exenHeBHO. Kype nosropstor yepes 10 gueit.

C npo¢unakTuuecKoi LenbI0 Mpenapar JaloT B TepaneBTHYECKOi 03¢ (6-7 Karelnb
npernapara Ha 30 mu1 BoAibl) B Teuenue 10 queid.
14. CuMNIITOMBI NIEPEIO3UPOBKH Y IITHI] HE BBISBJICHBI.
15. OcobeHHoCTeH neHcTBYUA Mpenapata Py ero NepBOM MPUMEHEHHH WM OTMEHE He
BBISIBJICHO.
16. PAJIOCTUH® Buracun MokHO NPUMEHATh JCKOPATUBHOM MTHULE B IEPHOJ
SIALICKIIAIKH.
17. Tlpy mpormycke OIHOM WM HECKOJBKHX JI03 JIEKAPCTBEHHOTO Mpernapara Kypc
NPUMEHEHUS HEOOXOAMMO BO30OHOBUTH KaK MOXHO CKOPEE B IIPELyCMOTPEHHBIX
JI03UPOBKAX.
18. TI000YHBIX SBICHUH M OCIOKHEHMI NP NPUMEHEHHMH MPENapaTa B COOTBETCTBHH C
HACTOAIIEH MHCTPYKIMEH He HaOIoqaeTcs.
19. PAJIOCTUH® Buracun ne CIEQYET Ha3HayaThb OJHOBPEMEHHO C JPYIHMHU
BUTAaMHUHHBIMU JIEKAPCTBEHHBIMU TIpeIiapaTaMu.
20. PAZJOCTHUH® Buracun ne IIpEIHa3HAYeH ULl IPUMEHEHUS] POAYKTUBHOM IITUILE.

IV.  Mepsl 1u4HO#M NPOGUITAKTHKY

21. Tlpu paGote ¢ JIeKapCTBEHHBIM MpenapaToM CieayeT COOIIOAaTh OOIHe IpaBuIa
JIMYHOH THIMEHBI M TEXHUKU O€30IaCHOCTH, IPELyCMOTPEHHBIE npu pabore ¢
JICKapCTBCHHBIMA MperiapaTaMi. Bo Bpemst paGoThl ¢ mpenapaToM 3ampeniaercst Kypurb,
[UTh ¥ NIPUHUMATH NHUILY. [10 OKOHYaHMU paGoTHI PyKH ClIeMyeT BBIMBITH TEILIONH BOJIOM
C MBLIOM.

22. JIonaM ¢ THIIEpUYBCTBUTEIBHOCTHIO K KOMITOHEHTAM npenapara ciaenyer usderarsb
MpsAMOro KOHTaKTa ¢ npenapatoM PAJIOCTUH® Buracu. [Tpu cayyaiinom nomnaganuu

HperiapaTta Ha KOXXHBIC IOKPOBBI WA B IJjla3a HX H€O6XOlII/IMO I[IPOMBITH 00JIbIIUM
KOJIMYECTBOM HpOTO‘{HOﬁ BOJBI.



23. Ilpu ciyyaifHOM TONalaHUH JIEKAPCTBEHHOTO MpENapaTa B OPraHU3M YeloBEeKa HIIH
TOSIBJICHUY aJUIEPIrHYECKUX PEAKIMN CIIEAYeT HEMEAJIEHHO OOpaTUTHECS B MEAUIIMHCKOE
yupexJienne (npu ce6e MMETh MHCTPYKIMIO 110 NPMMEHEHHUIO NperapaTta Win TapHYIO
ITUKETKY).

ITycTyro Tapy u3-1oJ JJ€KapCTBEHHOTO TIpenaparTa 3aMperaeTcs NCIob30BaTh I
OBITOBBIX 11€JI€H, OHA MTOVIEKUT YTUIU3ALUH C OBITOBBIMH OTXOIAMH.

HawnmenoBanue u agpec npousBoactBeHHoi OO0 «AB3 C-I1», Poccus, 141305,
TUIOIIA/IK! TIPOU3BOIUTENA JIEKApCTBEHHOro  MockoBckast o6macts, r. Ceprues-Ilocar,
npenapara Juist BETEpUHApHOro IpuMeHeHus  yi. Llentpanbhas, n.1

HaumenoBaHue u ajapec opraHusanuy, 00O «AB3 C-I», Poccus, 141305,
YIIOJTHOMOYEHHOH BJIaJIEIBIEM WIN MockoBckas o6macts, r. Ceprues-Iloca,
JiepiKaTesieM perucTpalioOHHOro yi. Llentpaneuas, n.1

YAOCTOBEPCHHUS JICKAPCTBEHHOI'O IIpenaparta
Ha NIIPHUHATUC HpeTCHSI/If;I OoT HOTpC6I/ITeIIH

C BeTymuieHneM B JieHCTBHE HACTOAIIEH MHCTPYKIMM yTPAuMBAET CHUTY MHCTPYKIHS

no  mpuMeHeHmo  npemapatra  PAJIOCTHUH®  Buracun, YTBEPIKICHHAS
Poccenbxo3nanzopom 12 oxtsa6ps 2017 roga.

Howmep perucrparmonsoro ynocropepenus Y -3-(2 {0 -399% NBRP-3-4 6/0/76//






