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JInarHocTuyeckue 3aaHusl

Ne Kon Tun Bonpoc OTBeT
n/n_ | Komn. | 33laHus
1 TKe OrxpsIToe Jomonnure BbIpakeHHe: Ilon | HanyonaneHas JIEKapCTBEHHAS
oc7 | (ma ouLIHATEHEIM JOKYMEHTOM, | MOJUTHKA
AOmOTHeHIHE) YTBEP>KICHHBIM Ha
IPaBUTEIBCTBEHHOM YpOBHE u
OTpasKaroIuM MEXIyHApOIHO
MpYU3HAHHBIE IPUHLUIIBI, KOHICTIUH 1
yIpaBJIeHYECKUE MEXaHU3MbI B cepe
(hapManeBTUKH, TIOHUMAETCSI
2 IKc OrxpsiToe Jonoanure Bbipaxkenne: | OengepanbHeIM 3aKOHOM «006
oc7 | (ma TpeboBanus K OpraHu3anusiM, | oOpalleHnH JIEKapCTBEHHBIX CPEICTBY
AomoHerte) OCYILECTBIISIIOIINUM IIPOU3BOCTBO
JIeKapCTBEHHBIX CpPEICTB,
yCTaHaBJIMBACTCS
3 IKe Orkpeitoe JomoaHure BbIpaskeHMe: | MUHUCTEPCTBO NPOMBILIUICHHOCTH U
oc7 | (ua VII0JIHOMOYEHHBIM opraHom | roprosiu PO
JONOTHEHNE) | o ONHHTENBHON BIACTH B cepe
JULEH3UPOBaHUS JEATEIBHOCTU  TIO
MIPOU3BOACTBY JIEKapCTBEHHBIX
CPEICTB SIBISICTCS
4 IKc OtxpsIToe JononHuTe BbIpaxkeHue: B 1emsx | DKCIEPTHYIO — OpraHU3alyi0  WIH
oc7 | (ma oueHKM uHpopMmanuu HayuyHoro u | denepanpHoe roCyIapCTBEHHOE
AOMOTHEHIE) | @ T HIECKOTO xapakTepa, | OIOKETHOE YUPEe)KICHNE
coaepxalleicss B JNOKYMEHTax U
JaHHBIX, MPEAOCTABIISIEMBIX
PocsnpaBHanzopy, MOCJIETHUI
MPUBJIEKAET
5 IKc Orkperroe (¢ | QOOBSICHUTE, B KAKOM cJy4ae akThl | B coorBerctBum co cr. 3.4 ®3 "O6
OC-7 | PasBCPHYTHIM | njesiyHAPOJHOrO0 MpaBa He MOrYT | OOpalleHHd JIEKapCTBEHHBIX CPeCTB"
oTBeToM) BXOJUTh B 3aKOHOAATEJbCTBO 00 | MEKIyHApOOHbIE IOTOBOPHI U AKTHI,
oOpanieHuu JIeKapCTBEHHBIX | cocTaBsitonmue mpaBo EOC, He
cpelacTs NPUMEHSIIOTCS B CIIydae MPOTHBOPEUHS
Koncrutynuu P®. B uHbBIX ciydasx
MPUMEHSIFOTCS HOPMBEI
MEXKYHAPOIHBIX JOTOBOPOB M AKTOB,
cocrasisitoux npaso Coroza
6 IMKe Orxpeiroe (¢ | OxapakTepu3yiiTe (dakTOpbI, | TpaBUIEHOE COOMIOCHUE CTaHIAPTOB
OC-7 | PasBCPHYTEIM | poTopble OKA3LIBAIOT BJMSIHME HA | HajIexariei MTPOM3BOJICTBEHHOMN
oTReTOM) Oe3omacHOCTh  (papManeBTHUECKUX | MMPAKTUKW, TPABWIBHBIA BBIOOD U
NPOAYKTOB B npouecce UX | KaYeCTBO  CBHIPhbS,  HCIOJb30BAHHUE
NMPOU3BOACTBA YHCTHIX u 0e30MacHbIX
TEXHOJIOTHYECKHX MTPOIIECCOB, CTPOTOE
KOHTPOJIMPOBAHHE W aHAU3 KaXIIOTo
JTana TMPOW3BOJICTBA, oOOeclevYeHue
YHCTOTBHI " THTHEHBI Ha
MIPOM3BOJCTBEHHBIX IUIOMIA/IKAX.
7 IIKe Orxpeiroe (¢ | Kakum o0pa3om (papmaneBTHYecKasi | pa3padoOTKa u CTaHAapTHU3ALHUS
OC-7 | PasBCPHYTHIM | yopmaau3anust BJIUSIET Ha | cocTaBa W  JIO3UPOBKH, KOHTPOJIb
OTBeTOM) 0ezomacHocTb W 3(P(PEKTHBHOCTDH | MPOU3BOACTBEHHBIX MPOLIECCOB,
JIEKAPCTBEHHBIX NPenapaToB aHaM3 ¥ KOHTPOJb KayecTBa CHIPhS U
TOTOBOTO  MPOAYKTa,  IPOBEICHHUE
HEOOXOTUMBIX WCTIBITAHUH u
cepTuduKanui.




Ne Kon Tun Bomnpoc OtBer
/| KOMIL. | 33/aHus
8 TKe Otkpeitoe (¢ | VkamuTe 3Tanbl Hcnoab3oBanusa | HazHayeHue: HempaBUIIBHBIA BBIOOD
OC-7 | PASBCPHYTHIM | pegapcTBEHHBIX — NPeNapaToB M | [IPENaparoB, oe3 yuera
OTBeTOM) ommnoKM, KOTOpbIe MOTYT | IPOTHUBOIIOKAa3aHHH,
BO3HUKHYTH Ha Ka)KI0OM M3 HUX HecepTHHUIMPOBAHHBIX JIEKapCTB,
MIOBTOPHOE HAa3Ha4YeHUE O0e3 OLEHKH
ero 3¢GEeKTUBHOCTH U MIEPEHOCUMOCTH
MaIlMEeHTOM.
Ilepenaua uHopmMaumnu o
HA3HAYEHHHU: HEYETKUE HAAIUCH,
HEKOPPEKTHBIE COKPALICHUSI B JUCTaX
Ha3HAYCHHMSI.
Jo3upoBanue, pa3Be/ieHue:
npeHeOpexKeHne Ha3HaYCHHBIMHU
JIO3UPOBKAMH, HEMpaBHILHOE
UCTIOJIb30BAaHUE  HMHCTPYKUMH  IPH
pa3BeCHHH.
Hcnoab3oBanue: OTCYTCTBHE
JOCTYITHOCTH JIEKapCTB IS OKa3aHHS
3KCTPEHHOM MEJIIOMOIITH,
HECBOEBPEMEHHOCTh M HETPaBHIILHBIHN
nyTh BBEJICHUS, HEIOOICHKA
UHPOPMUPOBAHUS nanyeHTa 0
moOoYHbIX 3 (deKTax, OTCYTCTBHUE
00y4yeHuUs TallMeHTa IpUeMy JICKapCTB,
KOHTPOJIA B 3((EKTUBHOCTH JICUCHHSL.
9 IKe 3akperroe (¢ | Bpi0epuTe  mpaBWiIbHbIE  oTBeT: | B
OC-7 | BriGopowm) Kakue acnektsl (hapManeBTHYECKON
0e30macHOCTH peryaupyroTcs
roCyIapCTBEHHBIMU OpraHamMu?
a) TOJBKO KOHTPOJH IIPOU3BOJICTBA
(apManeBTHIECKUX MPOYKTOB,
0) XpaHeHHe " oOparmeHue
(apManeBTHUIECKUX NPOIYKTOB;
B) KOHTPOJIb oOpareHust u
JIUIIEH3UOHHBIN KOHTPOJIb
MIPOM3BOJCTBA (bapManeBTHIEeCKUX
MPOJIYKTOB;
10 | IKc BbiOepuTe mnpaBMABHBIA  OTBeT: | A
OoC-7 Kakoii kJjlacc OIAcCHBIX  BELIECTB
cymectByeT B coorserctBuu ¢ ['OCT
o €| 12.1.005-88  CanlTuH 1.2.3685-21?
a) Ype3BBIYAITHO OIaCHBIE;
0) yMepeHHbIE;
B) OIacHBIE.
11 | IIKc akperroe (¢ | BpidepuTe nmpaBwibHbIA oTBeT: UTo | B
OC-7 | Bribopowm) TaKoe 0OOYHbIE addexTsr

(hapManeBTUYECKUX MPOTyKTOB?
a) OddexTsl, KOTOPbIC MPOSBISFOTCS

TOJBKO B  ClIydae MpPaBHILHOTO
WCTIOJIb30BaHHUSL.
6) HexenarenapHble 3 PeKThl,

BO3HHKAMOIIUE TIPU  HCIOIH30BAHUH
JIEKapCTB.

B) D¢ddexTr, KOTOpBIE NPOSABISAIOTCA
TOJILKO y BCEX MAIIMEHTOB




Ne Kon Tun Bomnpoc OtBer
/| KOMIL. | 33/aHus
12 | [IKe 3akpeiToe (¢ | BpiGepuTe NpPAaBWIBHBIA  OTBET: | A
OC7 | Beibopom) KakoBa 1enp  (apManeBTHIECKON
0e3onacHoctu?
a) MuHMMM3MpOBATh PUCKH UL
30POBbS MALEHTOB oT
(bapmaneBTHUYECKUX IPOIYKTOB,;
0) [lomynspuszupoBaTth B o00IIECTBE
HaJijIeKallee NCI0JIb30BaHue;
B) O6ecneunTh JIOCTYITHOCTD
JIMICH3UPOBAHHBIX JICKAPCTB JIs1 BCCX
IManuCHTOB.
13 | TIKe 3akpeiToe (Ha | YV eTaAHOBHTE npaBmiIbHoOe | A 2
OG-7. | comocTaBicl | coorpercTBHE MeKAY NpuoputeToM | B 5
we) rocyfapcreeHHoil moautuku P® B | B 1
cepe JexapcrBennoro | I' 4
o0ecrnieyeHus U ero CyuIHOCTbIO: a3
a) BceoOmHocTh
0) PanmonansHOCTh
B) KagectBo, 3¢ddexTuBHOCTE WU
0e30MacHOCTh
r) COalaHCUPOBaHHOCTh
In) OTKpHITOCTH u
WH(POPMHUPOBAHHOCTH
1) CooTBeTcTBHE MEXAYHAPOIHBIM
TpeOOBaHUIM U CTaHIAPTaM
2) OxpaHa 370pOBbS  KaXJOTrO
rpaxxaaHuHa PO
3) llpemocraBneHuss  rpakaaHaMm
CBEJICHUU 0 JIEKApCTBAxX u
BO3MOXKHOCTh MOHHUTOPHHTA co
CTOPOHBI IPaXIaH
4) bazupoBaHme Ha  pealbHBIX
BO3MOXHOCTSAX OFOJDKETa CTpaHbl H
BHe6IOIL)KeTHI)IX HCTOYHHUKAX
5)  CoorBercTBUE  HOTPEOHOCTAM
CUCTEMBI 37]paBOOXPaHECHHS
14 YcranoBure npasujbHoe | A 1
COOTBETCTBHE MEXKIY Mmepoii | B 5
3allUTHI OT BpPeJHbIX BelecTts B | B4
MOMeleHUH U ee HA3HAYEeHHEM: r2
a) COBepIIEHCTBOBaHHME HcTo4HMKa | [[3
OIaCHOCTH
0) SKOOMO3aIMTHAS TEXHUKA
B) CpE/ICTBA MHIUBUIYAITHHON 3aITUTHI
IIKe Saxpuiroe (a OpraHOB JBIXaHUSI U CTICLOACHKIY;
COITIOCTaBJICH o
oC7 I) KOHTPOJIb COCTOSIHHS BO3AYLIHOM

ue)

ctheps! B 30HE MPEOBIBAHIS;
o) neyeOHO-TIpodUIaAKTHIECKHE
MEPOTIPHSITHUSI.

1) I'epmeTu3anus wiM MUHAMH3AIHSL
BBIOpPOCOB TE€XHOT€HHOT'0
000pyIOBAHUS;

2) Perucrpanus KOHUEHTPALMH




n/n

Kon
KOMII.

Tun
3aaHus

Bonpoc

OtBer

TOKCHYECKHX BEIIIECTB
3) Buramunuzamus pabounx, y4eT ux
COCTOSTHUSI 3/I0POBBSI;

4) OrpanuueHue BpEMEHU
npeObIBaHWsI B OIACHOH 30HE U
MpeIOTBpAIeHIE MIPSIMOTO
B3aMMOJCHCTBUS C  TOKCUYHBIMH
BEIIECTBAMU;

5) Y nanenne BpeIHBIX BhIICICHUH

15

TIKc
OC-7

3akpsiToe (Ha
COIIOCTaBIICH
ue)

YcranoBure NMpaBHJIbHOE
COOTBETCTBHUE MEKIY
MOJTHOMOYHSIMH U opraHaMu
BJIACTH:

a) IlpoBeneHue envHOW TOJIUTHUKU B
obmacth oOecredeHUs JIeKapCTBAMHU
rpaxkJaH;

0) PernonanbHbIit KOHTPOJIb
IIPUMEHEHUS 1IEH HA JIEKApCTBa,

B) Artrecramusi ¥ cepTH(UKAISL
CIEIUAIUCTOB;

r) IIposepka JIeATENBHOCTH
(apManeBTHUYECKUX OpTraHU3aLn;

n) Benenue rocpeectpa MeIUIIMHCKUX
HU3JICITUH;

1) OpraH HCIOTHUTENFHOW BIACTH
cyonekrTa PD

2) ®enepanbHas CiIy»)0a 1o HAA30pY B
ctepe 31paBoOXpaHEHHS

3) MuHHCTEPCTBO 3ApaBOOXPAHEHHUS

A3
b1
B3
2

A2

16

TIKc
OC-7

3akpbiTOe (Ha
YCTaHOBJICHH
e
MPaBUIBHOM
HocnenoBare
JLHOCTH)

YcranoBute NMPaBWIBHYIO
NOC/Ie0BaTeIbHOCTh  MPOBeIeHUsI
NpoBepKH c00J1I01eHus1 cy0ObeKTaMu
oOpaienus JIeKapCTBEHHbBIX
CpelcTB:

a) 3ampoc Ha BHEOYEPETHOMN
MEPUOUYECKUI OTYeT o
0€30MMacHOCTH JICKApCTB

b) Tlomyuenwe  Poc3apaBHagzopomM
3aKJIOYEHUS] SKCIIEPTOB;

€) Hasnauenue HPOBEPKU
JKCIIEPTHON OpraHu3aluy;

d) Tlomyuenue COOOMICHUS 0
HEXENaTeJIbHON peakuuu Ha
JIEKapcTBa;

e) Ilpunstue pemeHus 0
MIPOBEJICHUH HEOOXOIUMBIX
MEpONpUATHI (dapMarieBTHIecKon
Opra"u3anmen.
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