YBaxkaeMble poauTenu!
[Tpopunakruueckue npuBuBku nposozsTcs B OBY3 «KIAIT Ne5» BECIIJIATHO Temu
BaKI[MHAMH, KOTOPbIE IIEHTPAIIN30BAHHO 3aKyNAIOTCS 32 CUeT (eepaIbHOTO WM PErHOHAIBHOTO

6IOI[)KGT21 " paclpeacidroTCs Mo MCAUIUHCKUM YUPCIKIACHUAM.

Baknunanuust nereit MUMMYHOOMOJIOTUYECKUMH JIEKAPCTBEHHBIMHU ITpenaparaMu(BaKIIMHAMU)
MIPUOOPETEHHBIMH POJUTENSIMU CAMOCTOSITENILHO B , alITEYHBIX OPraHU3alUsAX OCYLIECTBISIETCS pU

COOJIIONICHUH CIIEAYIOIMINX MPAaBHI.

1. IIpu HE06X0TMMOCTH Ha3HAYEHHS] MIMMYHOOMOJIOTHYECKUX JIEKApPCTBEHHBIX MTPENapaToB (BaKI1H)
He umeroruxcst B ObY3 «KIIT Ne5y neuanuit Bpau OBY3 «KTAIT NeSy, BRITUCHIBAET pelenT ¢
yKa3aHWEM HauMEHOBAHHUS , JO3UPOBKHU.

2. Ha ocHOBaHWH BBINMACAHHOTO PEIIETITa MOTydaeT HMMYHOOHMOJIOTHYECKUH JIeKapCTBEHHBIT
npemnapar (BakllMHYy) B alTE€YHOW OpraHU3aIiu.

3. Pogurens , 3akoHHBIHN MTpecTaBUTENb peOCHKA, TIUIIET MMCHMEHHOE COTIIAaCHE Ha BBEJICHHE
MPHOOPETEHHOTO UM TIperapara.

4. B mpuBUBOYHBIN KaOMHET MIPEIBSBIISCTCS:

- WIII (BakiuHa) ¢ MOATBEP K ACHHEM COOTIOICHMI TPaBHJI TPAHCIIOPTHPOBKH (B TEPMOKOHTEHHEPE
, TeMmreparypa oT +2 10 +8 rpamycoB lLlenbcusi, 9T0 MOATBEPIKAAETCS HATHYUEM TEPMOMETPA)

- Penent unu kopemiok perenrta, B KOTOpOM, yka3aHO TOYHOE BpeMs (B Yacax U MUHYTax) OTIyCKa
JIEKapCTBEHHOTO Mpernapara, OTMETKa 3aBepeHHas MOANKCHIO MOKYIaTeNs U MPoaBIa,o
MIPOBEJICHUH WHCTPYKTaXka MOKYIAaTeNsl 0 HEOOXOAUMOCTH COONIOACHUS "X0I0I0BOM 1enu" mpu

tpancnioprupoBanuu UJIIT , koToperii BkiienBaercs B opmy 112 pebeHka BMECTe ¢ COTIIACHEM.

HpaBI/IJ'Ia COCTAaBJICHbI Ha OCHOBAaHHWH CIICAYIOIIHNX HOPMATHUBHBIX TOKYMCHTOB:

-cm. 11 , @edepanvusiii 3akon om 17.09.1998 N 157-D3 (peo. om 07.03.2018) "0O6
umMMyHonpoguiakmuke unghexyuonnuvix ooneznen’’

4. IIpodumnakTnyeckre NPUBUBKH MPOBOSTCS B COOTBETCTBUM € TPEOOBAaHUSIMU CAaHUTAPHBIX
MIPaBUJI U B OPSI/IKE, YCTAHOBIEHHOM (he/iepalbHbIM OPraHOM HCHOJIHUTENBHOM BIacTH,
OCYILECTBIISIOUIMM (PYHKIIMU MO BBIPAOOTKE U peanu3aluu rocyAapCTBEHHOM MOJUTUKU U
HOPMAaTUBHO-IIPAaBOBOMY PEr'YIHUPOBAHUIO B c(hepe 3ApaBOOXpaHEHHUS.

- cm. 12, @eoepanvustii 3akon om 17.09.1998 N 157-D3 (peo. om 07.03.2018) "Oo6
umMmynonpoguiakmuke ungexyuonnuvix doneznen’’

3. OTHyCK rpaxxJjaHam I/IMMYHO6I/IOJ'IOFI/I‘-IGCKI/IX JICKApCTBCHHBIX IPCIIapaToOB JAJId
HMMyHOHpO(I)I/IJIaKTI/IKI/I MMPOU3BOAUTCA IO PCUCIITY HA J'IeKapCTBeHHHﬁ npemnapar alnTCUYHbIMU



OpraHu3alUsIMH B TIOPS/IKE, YCTAHOBJIEHHOM (eiepalbHbIM OPraHOM UCIOJIHUTEIBHOM BIaCTH,
OCYILECTBIISIOUINM (PYHKIIMU TIO BEIPAOOTKE U pealIn3alliy rOCyIapCTBEHHON MOTUTHKH U
HOPMAaTUBHO-TIPAaBOBOMY PEr'YIHUPOBAHMIO B c(hepe 3ApaBOOXPaHEHHUSL.

- cm. 13, @eoepanvustii 3akon om 17.09.1998 N 157-D3 (peo. om 07.03.2018) "Oo6
UMMyHOnpoguiakmuke unghexyuonuvlx doneznen’’

1. XpaHeHue u TpaHCIOPTUPOBKA HMMYHOOHOJIOTMUYECKHUX JIEKAPCTBEHHBIX IIPENapaToB AJs
I/IMMYHOHPO(i)I/IJIaKTI/IKI/I OCYHICCTBJIAIOTCA B COOTBETCTBUU C Tpe6OBaHI/I$[MI/I CaHUTAPHBIX ITPaBUJL.
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2. KoHTposb 32 XxpaHEHHUEM U TPAHCTIOPTUPOBKON KIMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX
MIpenapaToB /Uil UMMYHOIIPO(UIAKTUKN 00ECIIEUNBaAIOT OpTraHbl, OCYLIECTBISIOINE (eaepanbHbIN
rOCYJapCTBEHHBIN CAaHUTAPHO-3ITHIEMHAOJIOTMYECKUI HA30D.

- MY 3.3.1889-04 «llopsadoxk nposedenus npoguiakmuueckux npusueox»

4. Tlopsinok mpoBeaeHus MPO(PUIAKTHIECKUX TPUBUBOK

4.3. IlpoduiakTuyeckue NpUBUBKY NMPOBOISAT M0 HA3HAYEHUIO Bpaya (¢enpamiepa).

- CII 3.3.2342-08 « Obecneuenue 6e30nacHoCmu UMMYHUIAUUW)

3.16. CamocTosTeIbHO TPHOOPETEHHBIC B alITEYHOM YUPEKICHHUH 10 perenty Bpadua MUBII
MEPEHOCATCS MAIMEHTOM B TEPMOKOHTEMHEPE C XJIaJ03IeMEHTaMH UM B TEPMOCE CO JIBJIOM IS
obecrieueHust COOMIOACHUS JODKHOTO TEMITEpaTypHOTO PeKHMa.

3.18. MUBII, TpancHOpTUPOBAHHBIE WJIM XPAHUBIIUECSA C HAPYIIEHUEM XOJIOJOBOM 1EIIH,
MIPUMEHEHHIO HE MOJIJIeXKaT.

- CII 3.3.2.3332-16 " Ycnoseua mpancnopmuposanus u XpaneHus UMMYHOOUON0ZUYECKUX
JleKapcmeeHHvIX npenapamog’’

3.1. ITpu TpancnioprupoBanuu U Xxpanenun MJIIT momkHbl cOOIMIOIaThCS YCIOBUA,
o0ecrneurBarole COXpaHHOCTh KayecTBa Mpenapara 1 3alluTy ero OT BO3ICHCTBUS BPEIHBIX
(hakTOpOB OKpYXKAIOWIEH cpenbl (TeMIieparypsl, BIaKHOCTH, CBETA), OT MOBPEXKICHUS TPYIIIOBOH,
NepBUYHOM U BTOpUuHOU yrakosku WJIII.

3.2. TpancnoprupoBanue u xpanenue 6onpimnHcTBa UJII, B TOM yncie conepkamx B ynakoBKe
pacTBOPUTEIb, OCYILLECTBIIAECTCS IpH Temreparype B npeaenax ot +2°C 1o +8°C BKIIOUUTEIBHO.

8.11.5. Otmyck MJIII npu po3HUYHON peann3aiyy pa3pelaeTcsi OCyIECTBIATh P YCIOBUU
JOCTaBKH JI0 MECTa HETMIOCPEACTBEHHOIO UX UCIIOJIB30BaHUS B TEPMOKOHTEHHEPE WM TEPMOCE C
cobmonieHreM TpeboBanuil "xononoBoit nenu". Kaxnas peanusyemas HaceneHuro no3a WJIII
cHaO)KaeTcsl MHCTPYKIMEH 10 IPUMEHEHHUIO IIperapaTa Ha pyCCKOM sI3bIKe, B KOTOPOH yKa3aHbI
YCIIOBHS €10 XpaHEHUS U TPAaHCIIOPTUPOBAHMUS.

Pa0doTHUK anTekH, OCyLIECTBISIIOINN po3HUUHYI0 npoaaxy NI, mpoBoaUT HHCTPYKTaX
MOKYyTIaTelIsl 0 He0OXOAUMOCTH coOoneH s "XononoBoi nenu" npu Tpancnopruposanuu UIIIIL, o
4YeM JIeJIaeTCs OTMETKA Ha YIIAaKOBKE IIpernapara, Uiy pelenre, Uik B IpyroM COIpOBOIUTEIILHOM



AOKYMCHTC, 3aBCPCHHAA NNOAINMUCHIO IMMOKYIIATCIIA U IIpOoAaBla, IIPOCTABIIACTCA JaTa U BPEMs OTIIYCKa
WJIIL

- Ilpuxasz Munucmepcmea 30pasooxpanenus P® om 11 uiona 2017 2. Ne 403u “0Oo6
ymeepircoeHuu npagusl OMNYycKa 1eKapCmeeHHbIX NPEnapamos 01 MeOUYUHCKO20 RPUMEHEH U,
6 mom uucie UMMYHOOUON02UYECKUX TIeKAPCHGEHHBIX NPENApanos, AnmeYHbIMU
0p2anuU3aUUAMU, UHOUBUOYATLHBIMU NPEONPUHUMAMENAMU, UMEIOUWUMU JIUYEH3UI0 HA
dapmayesmuueckyro oeamenvHocmp”

I. O6mmme TpeboBaHUS K OTIYCKY JICKAPCTBEHHBIX MPEMAPATOB JIJISI METUITUHCKOTO TIPUMEHEHUS

1. Hacrosmue npaBuia onpeaesnstoT NOpAI0K OTIYCKa JIEKAPCTBEHHBIX MPENapaToB JUIs
MEAMIIMHCKOTO IPUMEHEHMSI, B TOM YHMCJIe HMMYHOOHOIOTHYEeCKHUX JIeKAPCTBEHHbIX
npenaparos (Jajiee - JIeKapCTBEHHbIE Mpenaparhl), alTeYHBIMU OPraHU3aLUIMU U
WHIUBUAYAJTbHBIMH NPEANPUHUMATEIIMU, UMEIOIUMU JIMLEH3HIO Ha (DapMalleBTUYECKYIO
JEATeLHOCTh (1aee - CyObeKThl pO3HHYHO TOproBin), 6e3 penenrta*(1l) u (uam) mo peuenty Ha
JICKapCTBEHHBIN TPEMapaTt, BEINMMCAHHOMY B YCTaHOBJICHHOM MOPsAKe™(2) METUIIMHCKIMU
pabOTHHUKAMHU, a TAKXKeE 0 TPEOOBAHUSIM-HAKIIATHBIM OPTaHU3aIINH, OCYIIECTBIISIOMEH
MEAMIIMHCKYIO JESITeNbHOCTS (J1ajee - MeIULMHCKask OpraHu3alusl), Wil HHIUBUAYAIbHOTO

13. IIpu oTmrycke *MMYHOOHMOJIOTHYECKOTO JIGKAPCTBEHHOTO TIpernapara Ha PEIenTe WA KOPEIIKe
perenTa, KOTOpblid 0CTaeTcs y JIMIa, MpruooOpeTaromero (MoyJarolero) JeKapCcTBEHHbIN Iperapar,
YKa3bIBAaeTCS TOYHOE BpeMs (B Yacax M MHHYTaX) OTITyCKa JIKAPCTBEHHOTO TIperiapara.

OTnyck UMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara OCyIIeCTBIAETCS JHILY,
npuoOpeTaroleMy (oayJyaromeMy) JIeKapcTBEHHBIN Mpernapar, Ipy HaJIU4KuU y HEro CHelHalIbHOTO
TEPMOKOHTEeIHepa, B KOTOPBIN TOMENIAETCS JIEKaPCTBEHHBIN TMpernapar, ¢ pa3biCHEHUEM
HE0OXOIUMOCTH JJOCTaBKU JAHHOTO JIEKAPCTBEHHOTO Mpenapara B MEAUIIMHCKYIO OPraHU3alHIo IPU
YCJIOBUM XPAHEHUS B CIEIMATLHOM TEPMOKOHTEHHEPE B CPOK, HE MIPEBBIIAIOININI 48 4acOB MOCIIE
ero npuoOpeTeHus.
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