


I[TACITIOPT ®OHJA OHUEHOYHLIX CPEICTB
0 JUcHUIINHEe «OTIYCK JIeKapCTBEHHBIX NPEnaparos AJsi MEAULMHCKOI0 U
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5 . pedepata
3HAKOMCTBO C TOBapaMH alTE€YHOI'O aCCOPTUMEHTA alTeUHOU Jlokna,
OpraHu3anun 1
WNupopmupoBanue HaceneHNs, MEAUIIMHCKUX PaOOTHUKOB Onpoc. !
6 pMHPO » MeAHT p OIIK- 1 3ampra 1
YUPEKICHUH 31paBOOXPAHEHUS O JICKAPCTBEHHBIX Iperaparax u pedepara
TOBapax anTe4yHoro aCCOPTUMEHTA Jlokna, 1
O . 1
OIIK- 1 1poc
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AHanu3 MHHOBAIIMOHHBIX JICKAPCTBEHHBIX MTPENapaToB.
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OpraHH3aluu i Hoxnan. 1

I. [TacropT KOMITIIEKTa KOHTPOJIEHO-U3MEPUTENHEHBIX MaTEPHUAIOB
1. O6nacTs NpUMeHeHus

@®onx ouenounsix cpenacts (POC) npenHazHaueH UIsi MPOBEPKH PE3YJIbTaTOB OCBOCHHS
IIPOU3BOJICTBEHHOW NPaKkTUKU «OTIYyCK JIEKapCTBEHHBIX IIPENapaToB M TOBapOB alTEYHOIO
ACCOPTUMEHTa» NpPOrpaMMbl MOJATOTOBKM creuuanuctoB cpeanero 3BeHa (IIIICC3) mo
cnenuanbHocTd 33.02.01 dapmarus.

2. OOBEKTHI OlIeHUBaHUs — pe3yabTaThl ocBoeHus [IM B pesynbTaTe mpoMeKyTOYHON aTTeCTallH
[0 IPOU3BOJCTBEHHOW IIPAKTUKE OCYILECTBISETCA KOMIUIEKCHAs IPOBEpPKA CIEAYIOLIUX
pohecCHOHANBHBIX U OOIIHUX KOMIETEHIUH:

[Tpon3BoACTBEHHAs TIPaKTHKa HAIMpaBjeHa Ha OCBOCHHME OONUX W MPOodhecCHOHAIBHBIX
KOMIIeTeHI Ui :




Kon

HanMeHoBanue 00X KOMIETECHIIHIA

OK 01.

Br16upats criocoObl penieHus 3aad NpoQecCHOHANBHOMN NeSTeTbHOCTH, IPUMEHUTEIBHO K
a3JIMYHBIM KOHTEKCTaM

OK 02.

OCyYIIECTBIISTH MMOUCK, aHATIU3 U UHTEPIIPETALNI0 HH(DOPMALIUY, HEOOXOUMOM JJIsI BEITIOJTHEHHUS
3ajau npodeccuoHalbHOM e TeNbHOCTH

OK 03.

[1naHupoBaTh U PEATHU30BBIBATH COOCTBEHHOE NPOECCHOHATIPHOE M TMYHOCTHOE PAa3BUTHE

OK 04.

PaboTtaTh B KOJJIEKTUBE U KOMaH e, 3PPEKTUBHO B3aUMO/IEHCTBOBAThH C KOJUIETaMH,
[PYKOBOJICTBOM, KJIMEHTaMU

OK 05.

OCyLIECTBIIATh YCTHYIO U MUCbMEHHYIO KOMMYHUKAIMIO HAa TOCYapCTBEHHOM si3blke Poccuiickoit
Denepaliiyl ¢ y4eToM 0COOSHHOCTEH COLMAIBHOTO U KYJIBTYPHOTO KOHTEKCTA

OK 07.

CoJeiicTBOBaTh COXPAHEHUIO OKPY KalOIEel cpelibl, pecypcocOepekeHuto, 3PPEeKTUBHO
JICHCTBOBATH B UPE3BbIYANHBIX CUTYaALUAX

OK 09.

HMcnonb30BaTh I/IH(I)OpMaI_[I/IOHHLIC TCXHOJIOI'U B HpO(l)eCCI/IOHaHBHOP'I ACATCIIBHOCTH

OK 10.

Ilonb30BaThCs HpO(l)CCCHOHaHbHOfI HOKYMCHTaHHefI Ha IroCyAapCTBCHHOM M MHOCTPAHHOM SA3bIKAX

OK 11.

crionb30BaTh 3HaAHUS 110 PUHAHCOBOM TPaMOTHOCTH, TJIAHUPOBATH MPEAITPUHUMATEIHCKYIO
esATEeJIbHOCTh B MPodeccHOHANbHOU cdepe

OK 12.

OKa3bIBaTh MEPBYIO MOMOIIb 10 OKa3aHUA MCI[PIIII/IHCKOfI InmoMouu rpaxxaaHaMm 1npu HECHaCTHBIX
CIIydasix, TpaBMax, OTPABICHUSIX M IPYTUX COCTOSIHHUSX M 3a00JICBAHUSAX, YTPOXKAIOIINX UX KH3HU U
3I0POBBIO

Kon

HanmMenoBanwue nmpodeccrnoHaIBHBIX KOMIETCHITHMA

B/ 1

OnToBas PO3HUYHAA TOPIoOBJIA JICKAPCTBCHHBIMHA CPECACTBAMHA U OTITYCK JICKAPCTBCHHBIX

[npernapaTroB AJid MCAUIMWHCKOI'O U BETCPHUHAPHOI'O NIPUMCHCHUA




IIK 1.1.

Opranu30BbIBaTh NOATOTOBKY IMOMEIICHHN (hapMalieBTHUECKOW OPTaHnu3aluy JUIs
OCYILIECTBIICHMSI (PapMaLleBTUUECKOM IesTeIbHOCTH

MK 1.2. OcCyIecTBIATh MEPONPHUAITHS 110 OPOPMIICHHIO TOPrOBOTO 3aj1a

K 1.3.  (OkaswiBaTh MH()OPMALIMOHHO-KOHCYIGTATHBHYO TIOMOILb TTOTPEOUTENSM,
MEIULMHCKUM paOOTHHUKAM 10 BbIOOPY JIEKAPCTBEHHBIX MPENapaToB U APYIUX
[TOBAapOB alITEYHOT'O ACCOPTHUMEHTA

[IK 1.4. OCylIeCTBIISITh PO3HUYHYIO TOPTOBIIIO M OTIYCK JIEKAPCTBEHHBIX MTPENApaToOB
HACEJICHHUIO, B TOM YHCJIE TI0 JIbFOTHBIM pelenTaM U TpeOOBaHUSIM MEIULIMHCKIX
ODraHU3AIMI

IIK 1.5. OCyIIECTBIIATH PO3HUYHYIO TOPTOBIK0 MEAULIMHCKUMHU U3JIENUSIMU U APYTUMU
TOBapaMU alTEYHOTO ACCOPTHUMEHTA

IIK 1.6. OCyIIECTBIIATH ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEACTBAMHU U APYTUMU
TOBapaMU alTEYHOTO aCCOPTHUMEHTA

I[NIK 1.7.  |O¢dopMiIATh NEPBUYHYIO YUETHO-OTYETHYIO JIOKYMEHTALHIO

IIK 1.8. OdopMIIATh 3asBKU TOCTABIIUKAM M OCYIIECTBIISATH IIPUEM TOBAPOB Al TEYHOTO
ACCODTHMEHTA

IIK'1.9.  |OpranusoBbiBaTh U OCYLIECTBIATH IPHEM, XPAHEHHUE JIEKAPCTBEHHBIX CPEJICTB,
IIEKapCTBEHHOI'O PACTUTENIBHOIO CHIPBS U TOBAPOB allTEYHOI0 aCCOPTUMEHTA B
COOTBETCTBHUH C TPeOOBAaHUSIMH HOPMATHBHO-TIPABOBOM 0a3bl

[MIK 1.10.  |OcymecTBIsiTh MEPOIPHUSTHSL 110 (POPMUPOBAHHIO IEHOBOH IMOJIUTHKH

IIK 1.11.

Cobiro1aTh NpaBujia CAHUTAPHO-TUTHEHUYECKOT0 PEKMUMA, OXPaHbl TPY/1a, TEXHUKU
0€30I1aCHOCTH U MPOTUBOIOXKAPHOH 0€3011aCHOCTH, MOPAIOK AeHCTBUS MPU

‘-IpG?;BI:I‘-IElfIHBIX CUTyalusax




MOY BO «Poccuiicko-Tamkukckuii» (CaaBsHCKUN) YHUBEPCUTET»
Kadenpa xumuu u Guonoruu
YCTHBIN OIPOC (audpepenuuposannblii 3a4eT)
o qucuuiuinie OTILYCK JIEKAPCTBEHHBIX NMPENnaparoB AJsi MEAUIIUHCKOTO U

BeTEPUHAPHOI0 NPUMEHEHH S

1. OdopMuUTh BUTPHUHHYI SKCIO3MLUIO JIEKAPCTBEHHBIX IPENapaTroB M TOBApOB ANTEYHOI'O
ACCOPTUMEHTAa C Y4Y€TOM METOJOB MEpYCHIAN3UHra, HUCHOIb3ysd OOpaslbl JIEKapCTBEHHBIX
IIPENapaToB.

2. Haiitu ommbOKy B anroput™e AeicTBUH (hapMareBTa NPy OPTaHU3aMK XPaHEHHs B allTEUHON
OpraHM3alyi PE3NHOBBIX M3aennil. PapManeBT XpaHHUiIa Ha OTKPBITOM cTesulaxe rpeiaku. OxHa
MaTepualbHOW KOMHATHI BBIXOJAMJIM Ha FOKHYIO CTOPOHY. A I CHMJKEHUS TEeMIIepaTypbl B
HOMEIIEHUH (papMaleBT OTKpbIBaja JBEPh JJIs BOSHUKHOBEHHS CKBO3HSKA.

Kakoli mpuka3 perinaMeHTHpyeT TpeOOBaHUs K XpaHEHHUIO PE3UHOBBIX U3JEIUN?

Yro nmomxHa chenath (hapMaleBT, YTOObl XPAaHEHUS PE3MHOBBIX H3IEIHH COOTBETCTBOBAIO
TpeOOBaHUSAM IPUKa3a.

3. Ilpoananu3upoBarh JAeHCTBHE (apMaleBTa [0 OpPraHU3aLUU XPAHEHHUs IEpPeBI30YHOIO
Mmarepuaia. B mkady MaTepuanbHOM KOMHATBHI Ha OTJEIBHOM MOJKE XPAaHWINCh HECTEPHIIbHBIC
OMHTBHI B 3aBOJICKOM yIakoBKe. 3aBejylollas anTeKod nompocuia (apmalneBTa MOMNOJHUTh B
OTJIeNie 3amachkl HECTEpUIbHBIX OMHTOB. dDapmalleBT BCKphLIa 3aBOJCKYIO YIaKOBKY B KOTOpPOI
obu10 20 GMHTOB. 10 OMHTOB OHA OTHEC/A W MOJOXKKUJa B mKad B oTaen, 10 OMHTOB OocTaBWIIa B
BCKPBITOM BTOpHUYHOH ynakoBke. Kakyro ommOky nomycruia ¢papmaneBt. Kakoll HOpMaTUBHbBIN
JIOKYMEHT, PEIJIaMEHTUPYET NPaBUjla XPAHEHHUs [IEPEBSI30YHOT0 MaTepraa.

4. Ilpoananu3upoBaTh AeiicTBUE (hapMalleBTa- 3aBEIYIOIIEr0 alTeYHbIM IIYHKTOM 110 XPaHEHUIO
B3PbIBYATHIX, B3PBIBOONIACHBIX U OIHEONACHBIX JIEKAPCTBEHHBIX NIPENApaToB M0 OPraHU3ALMH HX
xpaneHusi [IpoBu3op, mpoBepsIONINIl XpaHEHNE JIEKAPCTBEHHBIX CPEACTB B ATEYHOM ITYHKTE,
c/ienal 3aMeuyaHue, 4To TabJeTKH HUTPOTTIUIIEpUHA HE XPAHATCS B COOTBETCTBUU C TpeOOBaHUEM
npukaza M3 u CP P® Ne706 ot 23.08.2010r B yacTn «xpaHeHHE B3PHIBOOMACHBIX CPEACTBY» B
METAJUINYECKUX EMKOCTSIX, B MpoxJyiagHoM Mecte. [Ipas au mpoBuzop? OTBeT o0oCHYyiTE.

5. IIpu mpoBepke anTeuHON OpraHU3AIMH 1O BHIOJHEHUIO TpeOoBanui mpukaza M3 u CP PO
Ne706 ot 23.08.2010r 3aBeaytomias anTeKkod BBIABMIIA, YTO (hapMaleBT MPH MOJYYEHUU TOBapa
pacroJiokuia Mo pa3HbIM MOJIKaM cupomn oT Kauwist «bpomrekcun 100 M U TaOIETKH OT KaIuist
«bpomrekcun Ne25», pyKOBOOWTENb aNTEKW CHAEJal 3aME€YaHUE 110 XPaHEHWMIO JIaHHBIX
npenapatos. [Ipas nmu on? OTBeT 00OCHYIHTE.

6. B anTeky mnpexacraBUTENb ONTOBOW (HUPMBI TNPUHEC BaKIUHY I[POTUBOTPUIIIO3HYIO
yIaKkoBaHHYI0 B Oymary, a He NOMELIEHHYIO B CYMKY — XOJOJWIbHUK. COCTaBUTH aIrOpUTM
neiictBuil (hapmaieBTa MO NpPUEMY HMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOrO Ipernapara,
TpeOyIOIIEero yCIOBUN XpaHEHUS M0 «XO0JIOJ0BOM LIEeTn»

7. ObopMuUTh TpeOOBAHMS HAKJIAIHBIE U3 XUPYPIUUYECKOTO OTJIENEHUSI TOPOACKON OOJIBHHIIBI Ha
pactBop MopduHa 1% - 1,0 10 ammyn 11t MHAUBUIYATFHOTO OOJIBHOTO M PACTBOP MEPEKUCH
Bostopoza 3% 100,0 10 . O6ocHoBath neiictBus dapmanenta. Kak opopmisiercs tpeboBanue
Ha JlaHHble npenapatel. O60CHOBATH IEHCTBUS HOPMATUBHBIM JOKYMEHTOM

8. B anrteky moctynuio TpeboBaHHE — HaKJIagHas U3 XUPYPrHUECKOro OTIENEHHs TOPOACKON
OOJBHUIIBI, B HEM BBINHUCAH COUPT ATHIOBBIH 96,4% 1,5 kr u tabnerku teodenpuna NelO 5
ynakoBok. dapManeBT anTekd HE MpHUHI JaHHOe TpeOoBaHue. OOOCHOBATH JIeHCTBUA
dapmareBTa ¢ yuetoM HopMaTtuBHOro nokymeHta [Ipukaz MunznpaBa Poccunm ot 20 mexadpst
2012 r. Ne 117580 «O0 yTBepXk/aeHUHM MOpPsJIKAa Ha3HAUEHHUS M BBIIHMCHIBAHUS JEKapCTBEHHBIX
MpenaparoB, a Takke (HOpPM PEHenTypPHBIX OJaHKOB, MOpsAAKa OQOPMIICHHS ATHUXOJAaHKOB, MX
yueTa u xpaneHus» Kak opopmisiercs TpeboBaHUE Ha JaHHBIE TpenapaThl.



9. IloceruTenp anTeku MPOCUT OTIYCTUTH IpenapaT 0e3 pelenTa Bpaya JUTOKCHH B TabJeTKax,
0OBSCHSS ATO TEM, UTO YXKE IPUHUMAI JaHHBIN IIpenapaT, 1 oH emy nomoraet. Bormpoc: KakoBbl
neiictBus (apmanenta. Kak ormyckaercs maHselii npemnapar @opma penentypHoro OiaHka
Hopmarusnsbiii nokyment Ilpukaz Munsnpasa Poccun ot 20 gexabpst 2012 r. Ne 11758 «O0
YTBEPKJICHUH NOPsI/IKa Ha3HAUEHMsI U BHIIMCHIBAHMSI JIEKApPCTBEHHBIX IIPENapaToB, a Takke Gopm
peLenTypHBIX OJIAHKOB, OPsAKa O(OPMIICHHS STHXOIAHKOB, UX yUeTa U XPaHECHUS»

10. IloceruTens mpocuUT OTHYCTUTH Oe3 peuenta Bpaya TabiseTku TeodenpuHa. dapmaneBT
OTKa3bIBa€TCs OTIYCTUTH Mpenapar 0e3 peuenra Bpaya.

IIpaB 11 on Bonpoc:

1. Iopsinok oTmycka u3 antek TeodeapuHa.

2. K xakoii rpyrire npenapatoB oTHOCUTCS TeodeapuH. 3. dopma penentypHOro OjaHKa.

4. OdopmiteHue perenTypHoro O1aHkKa.

5. Cpok aelcTBUS U CPOK XPAHEHUS B alTEKE JAHHOI'O PELENTYyPHOro OJiaHKa.

11. IoceruTens mpeabsSBUI B alTeKy penentypHbiid O6mank ¢gopmbel 148-1/y-88 Ha mekapcTBo
UH/IMBUYaIbHOTO U3TOTOBJIEHUS , B COCTaB KOTOPOTO BXOIST HECKOJBKO (papMaKoJOTHUYECKU
AKTHUBHBIX BELIECTB B TOM 4ucie U KojaenH. PapMmaleBT oTKa3anach NPUHATH JaHHBIN pelentT u
notpeboBaia crenuanbHbli 01aHk. [loceTuTens 0OpaTHIICS K IUPEKTOPY allTeKH, U Ta 3aCTaBUIIA
dapmarieBTa puHITH perient. Ha dem ObLI0 OCHOBaHO naHHOe pemreHne. OO0CHOBATH OTBET
,CChUIAsACh Ha ToJjokeHue npukaza MunsnapaBa Poccun ot 20 mekabps 2012 r. Ne 11751 «O6
YTBEPKACHUM MTOPSAJIKA HA3HAYEHUSI U BBINUCHIBAHUS JIEKAPCTBEHHBIX MIPENAapaToB, a Takxke GopM
peLenTypHbIX OJaHKOB, MOpPsJIKa OQOPMIICHHS 3THUXOJIAHKOB, X y4yeTa U XpaHEHHUs»YKa3aTb
dopMy peLenTypHOro OJilaHKa, CPOK JEMCTBHS M CPOK XpaHEHMs, yKa3aTb HOpPMY OTIIyCKa
KOJIEUHA.

12. B anTeky moctynui peunent Ha (enobapoutan 0,1 Ne30 ma penentypHom OiaHke (GOpMbI
Ne148-1/y-88, BbImHCaHHBIN YaCTHOMPAKTUKYIOMIEM BpaduoM.. DapmalieBT anTekud HE OTIIYCTHI
naHHbli npenapart. [Ipas nu ¢papmanest. Kak nomken noctynuts papmaneBT, UCIIONb3Ys IPUKa3
[Tpuka3z MunsapaBa Poccun ot 20 nexabpst 2012 r. Ne 11750 «OO0 yTBepkKIeHUM MOpSIKA
Ha3HAa4YEeHUsI U BBIUCBIBAHUS JIEKAPCTBEHHBIX IIPETIAPATOB, a TAKXKE POPM PELENTYPHBIX OJIAHKOB,
nopsiika opopMIICHHs STUXOJIAHKOB, UX yUeTa U XpaHEHUS»

13. B antexy noctynun penent Ha koarepnuH NelO Ha crenuanbHOM pelenTypHOM OJaHKe ,
BBIMMCAHHBIN YaCTHONPAKTUKYIOLEM BpadoM.. PapMaleBT anTeKW HE OTIYCTWI JaHHBIN
npenapar. [IpaB nu ¢dapmanent. Kak gomkeH moctynuTh ¢apmaneBT, ucnoiab3ys Ilpukas
Munznpasa Poccun ot 20 nexabps 2012 r. Ne 11751 «O06 yTBep»kaeHUHN NOPsIIKa HA3HAYEHUS U
BBIMMCHIBAHUS JIEKAPCTBEHHBIX IPENapaTroB, a Takke (OpM peLenTypHbIX OJaHKOB, MOpsAKa
oopmieHHs FTUXOJaHKOB, UX y4eTa U XpaHEHHsD

14. B antexy noctynuio peuent Ha MopduH 1% 1,0 Ne40 Ha cenanbHOM pelienTypHOM OJaHKe
, BBITUCAHHBIM JUIsI OKa3aHUS MOJMATUBHOM MOMOIIM, U JOMOJHHUTEIBHO PELenT Ha KIo(henuH
No50 Ha 2 ynakoBku. @apMalieBT alTEKH OTIYCTUI TOJIBKO | ynakoBKy gaHHOTO npenaparta. [Ipas
mu ¢papmaneBT. OObsicHUTE feiicTBus papmaneBTa , ucnoib3ys [Ipukas Munsnpasa Poccun ot 20
nexadbps 2012 r. Ne 1175 «OO yTBepKIEHUHM TMOpsAIKAa Ha3HAUYEHUS M BbHIIUCBHIBAHUSA
JIEKapCTBEHHBIX MpPENapaToB, a Takke (OpM peLenTypHBIX OJaHKOB, MOPsAKAa OPOPMICHHS
ATUXOJIAHKOB, MX ydeTa M XpaHeHus» Kakoe KOIMYecTBO pEeLEeNnTypHBIX OJAHKOB JOJKEH
NOJY4YUTh OONBHOW Ui mosydeHus: kiodenuHa u MoppuHa. Cpok JeWCTBUS MOTYYEHHBIX
OOJBLHBIM PELENTYPHBIX OJIAHKOB

15. OOBsICHUTH anNrOpuTM JAEHCTBHM (apmalieBTa MO OTIYCKY JIEKapCTBEHHBIX IpernapaToB
nHBany BOB. MuBanmmn BOB npunec B anteky 6 penentoB Ha JIEKapCTBEHHBIE ITPENaparsl,
BBIIIMCAHHBIX B TE€UEHUHU OJHOTrO JHA. CKOJIBKO JIEKAPCTBEHHBIX IPENApaToB MOXKET OTIIYCTUTH
dapmaneBt. Kak odopmisieTcs OTIYCK JIEKAPCTBEHHBIX IPENapaToB JbIOTHOW KaTeropuu
6onbHbIX. Kak nomxken 6b1Th oopmiteH perent, ytoosl MuBanua BOB nomy4nin Bce mpenapartsl.
Onpenenuts GopMbl peienTypHOro OJaHKa, CPOK IEHCTBHSI U CPOK XPAHEHHUSL.

16. Ilocetutens mpeabsBHII (apMaleBTy pelent Ha 2 YNakoBKU kiodenuHa. DapmaineBT
OTIIyCTHN mauueHty | ynakoBky... [ToceruTens morpeOoBai OTIYCTUTh €My CTOJBKO, CKOJIBKO



yKazai eMmy Bpad, Ho (papmarieBT otkazai. [IpaB i gpapmareBt. OO0CHOBATH OTBET MOJIOKEHUEM
[Tpukaza MunzapaBa Poccun ot 20 gexabpst 2012 r. Ne 117580 «O0 yTBepkaeHUM TOpSIKa
HA3HAYCHUs U BBHITUCHIBAHUS JIEKAPCTBEHHBIX MIPETIAPATOB, a TAKXKE (GOPM PELEHTYPHBIX OJIAHKOB,
nopsiika opopmieHus FITUXOIAHKOB, UX ydeTa U XpaHeHus» Kakol 1omkeH ObITh perenTypHbIi
0J1aHK, €ro CpoK JEHCTBHS U CPOK XpaHEHHUsI, HOpMa OTITyCKa Mpernapara.

17. Mocerurens npeabsBui GapmareBty peuent Ha 60 TabneTok ¢eHodapOuTana , Ipu 3TOM
HUKAaKHX JOMOJHUTEIbHBIX YyKa3aHUN Bpaua Ha perente He Obuto. dapmaineBT OTIYCTUI
narenty 30 Ttabnerok ¢eHobapOurtana. Iloceturens moTpeboOBal OTIYCTUTH €MY CTOJIBKO,
CKOJIbKO yKa3all eMy Bpad, HO (apmaneBT orkazain. IIpaB mu ¢apmaineBr. O60CHOBaTH OTBET
nosiockeHreM mpukaza M3 P® Nell75. Kakoit momkeH OBITh PELENTYpPHBIN OJaHK, €ro CPOK
JEHCTBUS M CPOK XpaHEHUsI, HOpMa OTITyCKa Ipernapara.

18. PaccunTaTh IITPUX KO JIEGKAPCTBEHHOTO Mperapara.

19. OnpenenuTs ycaoBHs XpaHEHUS JIEKAPCTBEHHOT'O Iperapara 1o MapkKUpOBKE Ha YIAKOBKE
20. B anTeky k ¢apManeBTy 00paTHIICs MAUEHT C MPOCh0O0H MOPEKOMEHI0BATh MY
JIEeKapCTBEHHBIN Mpernapar oT Kauuisd. YKa3aTh IeHCTBUS (apMalleBTa IPH COBEPIICHUN JTMYHOM
MIPOIAKHU

MOY BO «Poccuiicko-Tamxukckuit» (CaaBsHCKHIT) yHUBEPCUTET»
Kadenpa xumun u 6uonoruu

BOIIPOCHI JIJIS1 IPOMEXYTOYHOI'O KOHTPOJISA 3BHAHUM

MO JUCHUIIJINHE
IO JTUCHUIIIINHE ((OTl'IyCK JEKApPCTBCHHLIX NpenmapaToB 1Jid MEAUIIMHCKOI0O 1
BETCPUHAPHOI'O IIPUMECHECHUS»

1. ®apManeBTHYECKOE KOHCYJIBTUPOBAHUE: ONPEACIEHUE, HOPMATUBHOE PETYJIUPOBAHUE.

2. @apmaneBTHUYECKOE KOHCYJIbTHUpPOBAHHE: MOPSAJOK JEHCTBHM, OCHOBHBIE BOIPOCHI
HOTPEOUTEITIO.

3. OcHOBHBIE UICTOYHUKHU UH(POPMAIUH O JIEKApCTBEHHBIX Mpernaparax.

4. Cunonumuueckas u ananoronas 3amena JII1. Onpenenenue nonstuit MHH, pedepenthsiit JIII,
B3auMo3aMeHsemslii JII1, bunoanamorossmi JIII.

5. TpeOoBaHMs K TOMEIICHUSAM XPaHEHUS.

6. [IpyuHLIMIIBI XpaHEHUS JI€KapCTBEHHBIX CPEJCTB.

7. Xpanenue JIC, TpeOyronmx ocoObIX YCIOBUHN XpaHEHUs (3aLIUThI OT 1eHCTBHS CBETA; 3aIlUThI
OT BO3JCHCTBHS BJIarW; 3aIWATHI OT YJIETYYMBAHHUS M BBICBIXaHMS; 3AIIUATHI OT BO3JECUCTBUS
MOBBIILIEHHONW TEMIIEPATYPbl; 3aIIUTHI OT BO3JECHUCTBHS NMOHMKCHHOW TEMIIEPATYpbI; 3aIUTHI OT
BO3/ICHICTBUS ra30B, COACPKAIIMXCS B OKPYXKAIOIIeH cpe/ie; XpaHeHne naxydux u kpacsmux JIC);
8. XpaHeHue rOTOBBIX JEKAPCTBEHHBIX MTPENAPATOB.

9. XpaHeHune J1eKapCTBEHHOTIO PACTUTENBHOTO ChIPBSI.

10.XpaHeHne OrHEONaCHbIX U B3phIBOOMNACHBIX JEKAPCTBEHHBIX CPENICTB

11.Xpanenue cuiibHOAEUCTBYOMMX U siA0BUTHIX JIC, momiexamux [TKY

12.XpaHeHrne MMMYyHOOHOJIOTHYECKHUX TpernapaToB

13.Otanel nmpuemMku TOBapa B anTedyHoM opranHuzanmu. 14.ToBapoconpoBoauTesbHbIE
JIOKYMEHTBI.

15.Bo3MoskHbIe TPOoOIEMHBIE CUTYAlluU MPU IPUEMKE TOBapa U UX pellieHue.

16.IIpu3Haku HEJOOPOKAYECTBEHHBIX TOBAPOB.

17.ToKyMEHTBI 1Sl peTUCTpalyy IPUHATOrO ToBapa. |

8. Knaccudpukanuu anTeyHbIX OpPraHU3aLUi, OCYIIECTBISIONMX CHA0KEHHE MEIUIIMHCKUX
OpraHM3alMi JIEKAPCTBEHHBIMU IIPENapaTaMy U APYTHMHU TOBApaMU allTEYHOI'0 ACCOPTUMEHTA.
19.0cHoBHBIE 321241 U PYHKLUH aNTEK, 0OCTYKUBAIOIINX MEAUIIMHCKUE OpraHU3alllu.
20.OcHaienre 1 000pyI0BaHUE alTeK, OOCTYKUBAIOIINX METUIIMHCKUE OPTaHU3aIIiH.



21.0pranuzaus NnpeaMeTHO-KOJIMYECTBEHHOT 0 yU€eTa B aTeKax MEIUIIMHCKUX OpraHUu3aIuu.
22 Ilopsimok odopmiieHUs TpeOOBaHUN-HAKIIAHBIX Ha MOJTyYeHHE JEKapCTBEHHBIX IpenapaToB
23.Ilopsinok OTIyCKa JIEKAapCTBEHHBIX IpENapaToB B OTAEICHHUS M KaOMHETHl MEIMIIMHCKON
OpraHH3aIiHu.

24 JTokyMeHTaJIbHOE 0(hOpMIIEHUE MTOCTYMUBILEr0 U OTIYIIEHHOTO TOBapa.

25.DopMBbI peenTypHBIX OJIAHKOB.

26.TpeboBanus K 0OPMIICHUIO PELETITYPHBIX OJIAHKOB

27.Anroput™ npoBeaeHHs (hapMareBTHUECKOW SKCIEPTH3bI PeLenTa.

28.0Opranu3anus pabodero MecTa 1o npueMy 1 OTIYCKY JIEKapCTBEHHBIX Iperaparos.
29.TakcupoBaHue U perucTpanus peLenTosB.

30.00muue TpeboBaHus K MPOJaKe TOBAPOB alTEUHOTO aCCOPTUMEHTA.

31.0cHoBaHus 1711 BO3BpaTa TOBapa.

32.0011ue noa0KeHus M0 OTIYCKY JIEKAPCTBEHHBIX MPENapaToB.

33.Cpoku OTIyCKa JEKapCTBEHHBIX MIPENapaToB.

34.0dopmieHre CUTHATYPHI.

35.0¢dopmienune pernenrta B anTeYHON OpraHU3alUU MPU OTIYCKE JIEKAPCTBEHHBIX MPEMapaToB.
36.Perucrpanus OTITyCKa JIEKapCTBEHHBIX [penaparos, MOITIEKATIX
IIPEIMETHOKOJINYECTBEHHOMY YUETY.

37.Jlonyck k paboTe ¢ HAPKOTHMYECKUMHU CPEICTBAMU U TCUXOTPONHBIMU BELIECTBAMHU
38.IlpaBuna xpaHeHUs] HAPKOTUYECKUX CPEJCTB U IMCUXOTPOIHBIX BELIECTB U HUX IPEKYPCOPOB
39.0pranu3zanusi MEPEeBO3KM HAPKOTUYECKUX CPEACTB M ICUXOTPOMHBIX BEIIECTB M HX
IIPEKYpPCOpPOB

40.0TnycKk HApKOTUYECKUX JIGKAPCTBEHHBIX IMPEMapaToB M ICHUXOTPOMHBIX JIEKAPCTBEHHBIX
IIpenapaToB

41.Peructpanus omneparuii, CBI3aHHBIX C 00OPOTOM HAPKOTUYECKUX CPEACTB M IMCUXOTPOIHBIX
BEIIECTB

42.YHUYTOKEHNE HADKOTUYECKUX CPEICTB U IICUXOTPOINHBIX BenlecT 43.11opsanok Ha3HaueHUs 1
BBIMMCKU PELENTOB TpaxJaHaM, HMMEIOLIUM MpaBO Ha OECIUIaTHBIM WM JBIOTHBIA OTIYCK
JIEKapCTBEHHBIX CPENICTB

44 Tlopsaiok OTIIyCKa JIEKapCTBEHHBIX MPErnapaToB rpakJjaHaM, UMEIOIUM MIpaBo Ha OecriiaTHOE
II0JTy4YEHHUE JIEKAPCTBEHHBIX IIPENapaToB.

Kpurepun ouenku:

OreHKa «OTJIMYHOY» BBICTABIISIETCSI 00YUAIONIEMYCsl, €CIIA: OH MPUHUMAET aKTHBHOE
ydacThe B 00CyX JAeHUH, pab0OTe KOJUIOKBUYMa U TIPU 3TOM BBIPAXKAET CBOIO TOUKY 3PEHUS
apryMeHTHpPOBaHO, 0OOCHOBAHHO, TPUBOJIUT JOKA3aTEIbCTBEHHYIO 0a3y, XOpOIIO 3HAET
OCHOBHYIO KaHBY IPOUCXOJIMBINIUX COOBITUH ¥ SIBJICHHUN, CHOCOOCH BBISBISATH U
AHAJIU3UPOBATH UX MPUYMHBI U TOCJIEACTBHS, BBICTPAMBATH NMPUUYMHHO-CIICICTBEHHbBIC
LETIOYKHU;

OlLieHKa «XOPOII0» BBICTABIAETCS O0yYarOIIEMYCsl, €CJIM: OH MIPUHUMAET aKTUBHOE
ydqactie B paboTe KOJUIOKBHYMa, XOPOIIO 3HAeT KaHBY MPOWCXOAMBIIMX COOBITHHA W
SBJICHUH, HO TMPU OSTOM HE BCerJa B TOJHOH Mepe MOXKET OOOCHOBAaHHO U
apryMEHTUPOBAHO 0OOCHOBATh CBOIO TOUKY 3PEHHS, UMEET MPOOJeMbI IPHU MPUBEACHUU
JTOKa3aTeabHOW 0a3bl CBOMX CYKJICHUMW, MPU BBHICTPAMBAHUHN MPUYUHHO-CIIEICTBEHHBIX
LEMOYECK;

OneHka «yJOBJIETBOPUTEIBHO» BBICTABISETCS 00ydYaroIIeMycsl, €ClIi: OH HEe OYEHb
aKTUBHO YYacTBOBaJl B OOCYXJIECHHU, B pabOTE KOJUIOKBUYMAa, MMEET MOBEPXHOCTHBIE
3HaHHE€ O TPOUCXOJUBINUX COOBITHUSX W SBJICHUSIX W HE MOXET YOeIUTEIbHO
c(hopMyIHpPOBaTh U OTCTOSTH CBOIO TOUYKY 3PEHUSI.



OneHka

«HEYIOBJIETBOPUTEIBHO)

BBICTABJIIACTCA O6y‘-IaIOH_[CMYC$I, €ClIn: OH

NPAaKTUYECKU HE NMPUHUMAl ydacTue B OOCYKJIEHHHM TeMbl KOJUIOKBHyMa, HE 00jaaaer
JIOCTATOYHBIM KOJMYECTBOM 3HAHHUN IO paccMaTpuBaeMo mpobiiemMe, He MOXKeT
c(hopMyIHpOBaTh CBOE OTHOILIEHUE K HEW, apryMEHTHPOBATH €€.

OneHka He BBICTaBISAETCS 00YYaIoEMYCsl, ECIIH OH OTCYTCTBOBAJ WM HE IPUHUMAJ
y4acTHE B KOJUIOKBUYME.

ITepeyeHb OLIEHOYHBIX CPEACTB

HanmenoBanue
OLIEHOYHOI'0
cpencTBa

XapaKTepI/ICTI/IKa OLICHOYHOT'O CPpEACTBA

[IpencraBnenue

OLICHOYHOT'O CPENICTBA B
DPOC

Omnpoc

OHpOC HCIOJIB3YCTCS IJIsI KOHTPOJIA 3HAHUHI CTYACHTOB B Ka4€CTBC
MIPOBCPKU PE3YJIbTATOB OCBOCHUS BOIIPOCOB yqeGHoﬁ JUCIHUITIIMHBI

BO]'[pOCLI 10 TEMaM

Samura pedepara

[IpoaykT caMocTOATENpHOM PabOTHI CTYCHTA, IPEACTABIISIONINN
coboit KPAaTKOC U3JI0KECHNE B IMCbMCHHOM BUJIC MTOJTYUYCHHBIX
pe3yJIbTaTOB TEOPETUUECKOT0 aHAIN3a ONPEICTICHHON HayYHO!
(y4eOHO-HCcCIe10BaTENbCKOM) TEMBI, I'/Ie aBTOP PACKPBIBACT CYTh
uccieyeMoi mpo0ieMbl, MPUBOUT Pa3IMuHbIe TOYKH 3PSHUS, a TaK
XKC CO6CTBCHHI>IC B3IJIA bl HA Hee.

Temsbl pedepaTos.

Joxmanm

[TpoaykT camocTosSTENbHON PabOTHI CTY ICHTA,
MpeCTaBIAOMNNA cOO0M MyOIMYHOE BBICTYIUICHHE
I10 MPEICTABJICHUIO IIOJIyYEHHBIX Pe3yJIbTaTOB
pElIeHUs ONPeIeTICHHON yaeOHO-TIPAKTUYECKOH,
y4eOHO-HUCCIIeI0BATEIBCKON M HAYYHOU TEMBI.

TeMbl ToKIIa10B.




MOY BO «Poccuiicko-Tamxukckuit» (CraBsHCKHI) YHUBEPCUTET

Kadenpa xumuu u 6mosorun
TECTOBBIE BOITPOCBHI

K 3K3aMeHY 110 JUCIIUTLIMHE «OTHyCK JICEKAPCTBCHHBIX IpenapaToB 1Jid MCAUIIUHCKOI0 U
BECTCPUHAPHOI'0 IPUMEHCHUSD

[TprMepbl cUTyalMOHHBIX 3a/1a4

CuryanuonHas 3axava 1

B anTeunyro opraHuzanuio OOpaTHIICS HOCETHTENb C BBIIMCAHHBIM BIIEPBBIE PELIENITOM Ha
JeKapcTBeHHBIN npenapat Mopdun 1% pacTBOp IJiss MHBEKIMN aMITyJibl IO 1 MJI B KOJTUYECTBE
30 wTyK 111 NaJUTMATUBHOM MOMOLIY MAIUEHTY.

Peuent BbIMMCaH Ha CHEUAJIBHOM pPELENTYpHOM OJaHKE Ha HApKOTUYECKOE CPEICTBO WIIU
ncuxoTtpomnHoe BemiecTBo (popma Nel07/y - HIT).

Ha peuentypHom OnaHke MpoCTaBi€HbI LITaMIl MeJUUMHCKOW opranuzauuu (MO) c
yKa3zaHueM IoJHoro HauMeHoBanust MO, anpeca u TenedoHa, cepusi 1 HOMep peLenTa.

Taxke ykasaHbl JnaTa BBIMHCKH peUenTa, (amMuiuss, UM M OTYECTBO (ITOJHOCTHIO)
HalMeHTa, ero Bo3pacT (KOJIMUYECTBO MOJIHBIX JIET), HOMEp MOJIKca 00513aTeIbHOI0 METUIIUHCKOTO
CTpaxoBaHHs, HOMEP MEIUIMHCKON KapThl, (haMWIns, UM M OTYECTBO (TIOJHOCTHIO) Bpaya.
[Tponuch BBIOIHEHA 10 MEKAYHAPOIHOMY HemaTeHToBaHHOMY Ha3BaHuio (MHH) Ha natuHckom
A3BIKE C YKA3aHUEM JO3UPOBKHU, KOJIMUECTBA U criocoba mpuéma. KomuvectBo Beimucannoro JIIT
yKa3aHo MPOIUChI0. B periente nuMeeTcs noAnucky Bpaya, 3aBepeHHast JINYHOM nevyaTbio Bpaya, U
ne4yatb MEIMUMHCKOM opraHu3auuu «ns penentoB». OpHako ¢apManeBT OOHApYKUJ
HecooTBeTcTBUS [IpaBunam opopmiieHHs penenTa, He MO3BOISIONe OCyIecTBUTh oTiycK JIIT...
Kaxkue necootrBeTcTBUSsI 00HApPY)IIT (papMaiieBT?

1.K xakomy crnucky (Ilepeunto) nekapcrBeHHbIX cpenacts (JIC) peuentypHoro ormycka
otHocutcst Mopdun?

2.Ykaxure GopMy perentypHoro OiaHka Ajs BbIMMChIBaHUA MopduHa ¢ 00s3aTenbHOM
CCBIJIKOM Ha HOPMaTUBHYIO JTOKYMEHTAIIHIO.

3.Kakyio uHpoOpMaluio cieayeT MpeloCcTaBUTh MalMeHTy C Y4€TOM TOro, YTO PeLenT
ocraércs B anrteke? Kakoil 1okyMeHT BbIIa€TCs NalMeHTy npu otnycke Mopduna u apyrux HC
BMeCTO perienrta? YKaKuTe 0COOEHHOCTH OTIyCKa Ipenapara.

CuryanuonHas 3ajayda 2

B anTeky oOpartuicsa namueHt ¢ perentoMm (opmel Ne 148-1/y-88, Ha koTopoM ObuH
BBIMMCAHBl Tpenaparbl Aumpazonam u 3onnuiaeM Penent uMeer Bce oO0s3aTenbHbIE U
JIOTIOJTHUTENbHbIE peKBU3UTHL. [IpoBu3op oTkazanm B ormycke. [lamuent oOpatwics K
3aBeJlyIOIIeMy anTeKol ¢ TpeOOBaHUEM OTIYCTUTh MPOMKUCAHHbBIE BpayOM IpernapaThl.

K xakomy crnucky (Ilepeunto) nekapcrBennsix cpenacts (JIC) peuentypHoOro otmycka
OTHOCSTCSI PENapaThl?

[lepeuncante OCHOBHBIE U JIOTIOJIHUTEIbHBIE PEKBU3HUTHI pelienTypHOro 6ianka. [Ipas nu
MPOBU30p?

OtBer o6ocHy#Te. Kak Bpau goimkeH ObUT BBITUCATD 3TH MPENaparhl, YTOObI anTeka Moria
UX OTITYCTUTB?

KaxoB nopsiiok yuéra B anTeke JaHHBIX IpenapaToB?

Kakue oTmerkn pabOOTHHMK amnTeKd [OJDKEH CJAelaTh Ha pelente Mpu  OTIYyCKe
JIEKapCTBEHHOTI' O Ipenapara’?

JIOJDKHBI JIM XpaHUTBCS TAKWE PELIENTHI B AIITEYHON OPraHU3alMy U KaKOH CpOK?

CuryanuonHas 3ajgada 3

B otnen pernentypHOro otmycka o0paThiCs MalMeHT ¢ penentamu Ha JInsuHonpun 10 mr
Ne 30 u Amnogunus 5 mr Ne 30, npuHumats npenapatsl o 1 Tabnerke 1 pa3 B 1eHb.



Penenitel ohopmIteHBI B COOTBETCTBUH ¢ TpeOOBaHUAMH TpuKka3a Munsnpasa Poccun. YV
NAlUEHTa BO3HUK BOIIPOC O BO3MOKHOCTH PETYJIIPHOIO IOJIYYEHMs IIPENapaToB MO JaHHOMY
peLenTy, B CBA3U C OTCYTCTBHEM BPEMEHH I oxoJa K Bpady. Ha kakoM penentypHoM OjaHke
JIOJIKHBI OBITH BBIIHMCAHBI BHIIIE YKA3aHHBIE IIpenapaThl?

VYkaxure cpok IelcTBU perenTa’?

CKOJIBKO TIpenapaToB MOXHO BBINUCHIBATh Ha PEIENTypHOM OJaHKe 3TOH (OpMbI?
JomxkeH nu gapmaneBT 3a0paTh peLIENT Y NOCETUTENS allTeKU MOCJIE OTIYCKA JIEKAPCTBEHHOTO
npenapara?

Kakue ormeTku zenaeT GpapmaneBT Ha peLenTe py OTIycKe npenapara’?

Kakue nosicHenus nan ¢papmaneBT HalMeHTYy.

CuryanuonHas 3ajxayda 4

B anrteky ropoga B. oOparunach JKEHIIMHA C pELENTOM Ha TpaHCIECPMAIbHYIO
TepaneBTHUECKYI0 CUCTEMY (DeHTaHMIa, BBITMCAHHBIM Ha peLlenTypHOM OaHke 1o popme Ne 148-
1/y-04(;1), oopMIIEHHBIM B COOTBETCTBUH C TPEOOBAaHUSIMH HOPMATHUBHBIX JTIOKYMeHTOB. [locie
KOHCYJbTalMK (apMaleBT OTHYCTWJ Ipenapar nauueHTke OecruiatHo. OJHAaKo, B KOHIIE
paboyero IHs, OCYIIECTBIISSA IPEAMETHO-KOJIMYECTBEHHBIN YUET HAPKOTUYECKUX JIEKAPCTBEHHbIX
IpenapaToB, AUPEKTOP ANTEKU YBUIEI NPUHSITHIN IPOBU30POM PELIETIT.

OH cnenan npoBu3opy 3aMmedanue. Kakoe 3ameuanue noiay4yun papmanent?

Ilepeuncnure TpeOoBaHUs K 0(OPMIIEHHUIO PELIETITOB U OTIIYCKY JIaHHOTO JIEKAPCTBEHHOI'O
npenapara. Kakos nopsinok yuera «@eHTanusia B anrexe?

VKaxure CpoKM JEMCTBUS M CPOKHM XpPaHEHHUS B alTeKe PELEeNnToB IOcie OTIyCKa
@deHTaHnIa B BUJIE TPAHCAECPMAIbHON TEPANEBTUYECKON CUCTEMBI.

CuryanuoHHas 3ajgayda 5

B antexky oOpartuics moceTuTenb C pelenTtoM Ha JaBe ynakoBku Hawaposon. Penent
BBINKCAaH Ha penentypHoM Osianke no ¢opme Ne 107-1/y, umeeT Bce OCHOBHBIE PEKBU3HTHI,
OoQOpMIIEH TMe4yaTbl0 MEAMIMHCKOW OpraHu3aluu <«JUIsl PELENTOB» W HAJIUCBIO:  «IIO
CIEIMAIBHOMY HAa3HAUEHUIO», CKPEIUIEH NOJNUCHI0O M JMYHOM nedarbro Bpada. dapmanesT
IOPUHSUT pelenT W OTIYCTHJ JeKapcTBO. B KoHue pabouero JHS AMPEKTOpP anTeKd YBUACIT
OpUHATBHIA TpoBU30opoM peuent. OH caenan mpoBu3opy 3ameuyaHue. HazoBure TpeOGoBaHUS K
0(OPMIIEHHIO PELIETITOB U MOPSAJIOK OTITYCKa JIeKapcTBEHHOTO npemnapara «Hanaponon.». B kakom
KypHaJe J0JDKeH ObITh OTpakeH OTIYCK MeTaHApOCTeHOJI0HA NMPU MPaBUILHOM O(QOPMIICHUU
peuenta? Wmeer isu mpaBo (dapmaneBTHUECKU paOOTHUK MPEUIOKHUTh IOKYHaTelto
JIeKapCTBEHHBIH Mpenapar Toil ke hapMakoTepaneBTUUECKON I'PYyMIIbl P OTCYTCTBUM B alTeKe
Hannposnon.?

CurtyaumnonHas 3aga4a 6 B rocynapctBennyto anteky Ne 45 r. M. oGpartuiicst moceTuTenb
¢ mpockboil ornyctuth 3 ymakoBku «Koxemak» Ne 10 B tabnerkax (coctaB Ha 1 Tabnerky:
KOJIenHa — 8 MTI, HaTpus ruapokap6oHaTta — 200 Mr, KOpHs coyiofKkHu Topomok — 200 Mr, TpaBsl
TepMoIicuca JaHieTHoro mnopomok — 20 mr). IlpoBuzop B oTmycke OTKaszal, apryMeHTUpPYs
oTrcyTcTBUEM Yy OompHOro peuenta. Ilocerurens Hammcan »xanoOy B KHury OT3BIBOB U
IpeJIOKEHHUH, MOMPOCUB aAMUHUCTPALIMIO TPOUH(OPMHUPOBATH €r0 O MPHUHITHIX Mepax MO €ro
xanoOe. J[laiiTe apryMeHTHpOBaHHBIH OTBET Ha >kajnoOy mocerurens. Kakoe KoaumuecTBo
npernapara MOT OTIYCTUTh (papMalleBT TP HAJIUYMU perernta’?

CuryanmonHas 3aaaya 7 MyxuuHa 38 jer oOpaTwics B aNTeYHYIO OPraHU3ALUIO C
XKajobo Ha OeccoHHHWIy W TpochOod mpomare 3onmuaem. Mwmeercs peuent. [IpoBemute
(apMalieBTUYECKYI0 JKCHEpTH3y pelenTa W ONUIIWTE TMpaBWjia OTIyCKa M3 alTeKu
JIEKapCTBEHHOT'0 IIpernapara «30JImHIeM»

CocraBUTENb: ®daitzueBa C.A.






