NOKYMEHT MOANMUCAH

QMNEKTPOHHOW NOAMNUCHIO

Ne OP/I-©APM XIM-19

OEJEPAJIBHOE 'OCYJAAPCTBEHHOE BIOKETHOE OBPA3OBATEJIBHOE
YUYPEXAEHHUE BBICHIET'O OBPA3OBAHUS « CEBEPO-OCETUHCKASI
TOCYJAPCTBEHHAS MEJIUIIUHCKASA AKAJTEMUS» MUHUCTEPCTBA

3IPABOOXPAHEHMSA POCCUMCKOM ®EJEPAITAN
(®I'bOY BO COI'MA Munzapasa Poccun)

Kadenpa ¢papmanun

bupaposa ®.H.

METO/MYECKUE PEKOMEHJIALIUM JIJISI BHEAYJUTOPHOM
CAMOCTOSTEJABHOM PABOTHI (CP) IO CTAHJIAPTU3ALIUU U
CEPTU®UKAIIMA ®PAPMALNEBTUYECKOM JEATEJIBHOCTHU

(A1 OPAMUHATOPOB BTOPOI'O I'OJA OBYYEHMUA 110
CIHEIIMAJIBHOCTMA 33.08.03 PAPMALEBTUYECKASA XUMHUA "
DAPMAKOI'HO3US )

OCHOBHOM NnpodeccnoHallbHON 00pa3oBaTeIbHON MPOrpaMMBbI BhICILIET0 00pa30BaHus -
MpOrpamMMBbl OpAMHATYPHI 0 crerranbHocTH 33.08.03 dapmarieBTHuecKkas XuMus 1
dbapmakornosus, yreep;xkaeHHon 26.02.2021 r.

Baaaukaska3s,2021 r.



MeTtoauyeckue ykazaHusi JAJIsl CAMOCTOSITEILHOW paGoThl OPAUHATOPOB IO
aucuuiuinae «CTanaapTu3anus 4 cepTupuranus JeKapCcTBEHHbIX
cpeacTB» 3ansitue Nel-2

Tema: CymHOCTb CTAHAAPTH3ALMH, €€ POJIb U MECTO B COBPEMEHHBIX
YCJI0BHUSIX PbIHOYHBIX OTHOIIEeHHUIi. IIpaBoBbIe OCHOBBI CTaHIAPTH3ALUHT

Conep:xkaHue H3y4aeMoii TeMbl 10 IPOorpamMMme.
1. OCHOBHBIE MOJOXECHHUSI, TOHATHS CTAHIAPTU3AINN
2. llenu w 3ama4m CTaHIAPTU3AINH

2 . Bonpocel 1J1si NIPOBEPKH UCXOAHOTO (0230BOT0 YPOBHS) :

1. Ipupona cTanaapTU3ALKUH

2. OcHoOBoOIOJIararoIre CBOMCTBA CTaHJapTU3AIUU

3. Hcropuveckue nqaHHbIC BOSHUKHOBEHUS U PA3BUTHS CTaHIApTU3AIIHH.

4. Poip cTanmapTU3aiy B 0OOIIECTBEHHOM IIPOU3BOJICTBE M YIIPABJICHUH, B
o0ecreuyeHnu MEeXTyHAPOIHBIX SKOHOMUYECKUX U KYJIbTYPHBIX CBS3EH.
CucteMoo0pa3yrolue CBOMCTBA CTaHIapTU3AIUH.

6. CocrosiHue cTaHJapTU3AIMU HA COBPEMEHHOM 3Tarle pPa3BUTHSI MUPOBOH U

HaIlMOHAJIbHOW SKOHOMUKHU B YCIIOBUSIX PhIHKA.

7. OCHOBHbIC HaMpaBJICHUS, 3a]a41 U IEPCIIEKTUBBI Pa3BUTHUS CTaHIAPTU3ALIUN

B CTpaHeE B IIeJIsIX o0ecneueHus kauecTBa U 3 (HEKTUBHOCTH MPOLIECCOB.

o

3. leanb 3anaTusa:

OO0yuaronuiicst 10J17KeH 3HATh; 1. OGecneuenue kauvecta JIII B
1. OcHOBHBIC (YHKITUH cucTeMe (papMareBTUUECKUX YCIIYT.
Momnorpadus ®.H bugaposa u ap.
CTaHJapTU3aIuu 2012

2. llenu cTangapTU3auu
2. nexmus Ne 1

OO0y4arouuiics 10J15KeH YMeTh;

1. [JdeMoHCTpUpOBaTH 3HAHUS U

NOHUMaHHE OCHOB H cymuoctu | 1. ObOecnieuenne kauectBa JIII B

CTaHJapTU3ALNU cucteMe (hapMaIeBTUUECKUX YCIIYT.
Monorpapus D.H bugapoa u
np.2012

2. nexuus Nel

http://standard.gost.ru/- ~®enepanbHoe
ar¢HTCTBO 10 TECXHUYCCKOMY|
PETYIMPOBAHUIO U METPOJIOTHUH




I/In(i‘iupmau,nunnmﬁ mopTat IO
CTaHaapTU3alnunu

http://harupharma.ru/
http://webapteka.ru/
http://www.recipe.ru — ¢papma-
LEBTUYECKUH MH(POPMALMOHHBIN CauT .
OnepaTuBHas uH(pOopManus 0
KOHBIOHKTYPC PbIHKA, HOBBIX
HOPMATHUBHBIX I[OKXMCHTaX, HOBHUHKAax
npodeccrnoHanbHON JUTEPaTYPHI,
CCBhIJIIKax n nporpamMmax, HOBOCTAX
(bhapmarmu )
http://www.pharmvestnik.ru -

"®apmaleBTHUYECKU I BECTHHK" B
Hurepnere, rae [IOCTOSIHHO
pa3zMenaeTcs JOTIOTHUTEIbHAS
nHbopManus. [Ipexne  Bcero  3TO
JIOKYMEHTBHI, HE00XO/UMBIE
npodeccroHagam (dapmarneBTHUECKON
oTpaciiu, a TaKXE CIIpaBO4YHas
uHbopmaIus.

CamocTosiTeIbHasI BHEayaAuTOpHAast ()IOMaHIHHﬂ) paﬁoTa IO MOAroTOBKE K 3a-

HATHUIO (MIUCbMEHHO B THEBHUKE)

1. CamocTosTENHLHO 3aKOHCIICKTHUPOBATL CICAYIOIIYIO HOPMATHUBHYIO

JTIOKYMEHTAITUIO:

®denepanbHblil 3aK0H OT 29 utoHs 2015 r. N 162-®3 "O cranmpapTu3aiuu B
Poccuiickoit @eneparun" (¢ K3MECHEHHSIMH U JIOTTOJTHEHUSMH)
®enepanbHbli 3akoH 0T 27 nekadbps 2002 r. N 184-d3 "O TexHuueckoM
peryaupoBaHuu"” (C U3MEHEHUSIMU U TOTIOJTHEHUSIMH )

2. CocTtaBbTe TPH TECTOBBIX 3aJJaHHS MO 00pa3ILy

K ICPBBIM IMPOABJICHUAM U BOSHUKHOBCHHWA CTAHAAPTHU3AIMU MOXKXHO OTHCCTH

a)
b)
c)
d)
e)
f)

MMUCHbMEHHOCTb,
JIETOMCUHUCIICHUE,
CHUCTEMBI CUeTa,
JICHEKHBIE €UHULIBI,
€MHULIBI MEP U BECOB,
IPOTOKOJI

3. HoaroroButs coodienne «HoBocTn papmannu» n3 UnrepHera wim

U3 (papManeBTHYECKHUX KYPHAJIOB


http://harupharma.ru/
http://webapteka.ru/

MeTOIlI/I‘IeCKl/Ie YKazaHus OJad CaMoOCTOAATEIbHOM paﬁ()TbI M0 Mo IMCIUIIJIMHE
«CranapTuzanms v cepTuQUKANNS JeKAPCTBEHHbIX CPEJICTB

3auaTue Ne 3-4

Tema: I'ocymapcTBeHHasi cuCTeMa CTAHAAPTU3ALUH.

Conep:xkanue u3zy4aemMoi TeMbl 10 pOrpamMMme.

OCHOBHBIE MOJIOKEHUS TOCYAapCTBEHHOU cucteMbl cranaaptuzanuu ['CC. Opransl
U CIIy>KOBI 110 cTa”napTu3auuu Poccuu.

TexHu4yeckre KOMUTETHI IO CTAHAAPTHU3ALINU.

OcHOBHBIE (PYHKIIUU TEXHUYECKUX KOMUTETOB.

Kareropuu u BUJIbl CTAaHIAPTOB, UX XaPAKTEPUCTHUKA.

OOBEKTHI TOCYTAPCTBEHHOM, OTpaciieBoi, ((UPMEHHOMN CTaHIAPTUBALINH.
[Topsimok pa3paboTKH, COIIACOBAHKUE U YTBEPXKIICHUE CTAaHIAPTOB,
peructpanus, opopMIICHHE U U3JaHNE CTaHAAPTOB, BHEIPEHUE U COOIIOICHUE
CTaHIAPTOB U TEXHUYECKUX YCIOBUH.

2 . Bonipocsl 1J1 IPOBEPKU UCXOAHOTO (0230BOT0 YPOBHS) :
1. Hamnpasiienust rocynapcTBeHHOM IOIUTUKN Poccuiickon
®denepanuu B chepe cTaHAapTUZAIUY.
2. Y4acTHUKHU paboT MO CTaHIapTU3ALIUU.
®denepanbHbIN OpraH UCTIOTHUTEIBHON BIACTH B chepe CTaHAapTU3AIIH.
[TonmHOMOUYMS efepanbHbIX OPraHOB UCIIOJIHUTELHOMN BIACTH.
TexHn4YecKre KOMUTETHI [0 CTaHAAPTU3ALINH.
®denepanbHbiil 3aK0H OT 29 utons 2015 r. N 162-03
"O cranpaptuzanuu B Poccuiickoit denepanun"

No abkow

3. llean 3aHsATHA:

OO0yuarommiicst 10JI:KeH 3HATD; 1. O6Gecneyenue kayectna JIII B
OCHOBHBIE TIOJIOKEHUS cucteMme (hapMaleBTUYECKUX YCIYT.
o Momnorpadus ®.H bupnaposa u Jip.
['ocynapcTBEHHOM CUCTEMBI 2012
cTa”gapTu3anuu Poccurickon
nexkius No 2

denepanuu

OO0y4arouuiics 10J1KeH YMeTh;

II0JI30BaThCS 3aKOHOJATEILHON U
HOPMAaTHBHOM JJOKYMEHTAIMEN 110
CTaHJapTU3aLUU

1. O6ecnieuenue kauectsa JII1 B

cucteme (papMarieBTUIECKUX yCIyT.
Momnorpadus @.H bungaposa u mp.




2012

2. neknus Ne2

http://harupharma.ru/
http://webapteka.ru/
http://www.recipe.ru — papma-
LEBTUYECKUN MHPOPMALMOHHBIA CAUT .
OnepatuBHas uHPopmMaIus o
KOHBIOHKTYpPE PhIHKA, HOBBIX
HOPMATHMBHBIX IOKYMEHTAX, HOBUHKAX
npodeccrnoHaIbHOUN INTEPATYPHI,
CCBIJIKaxX U MpOrpaMmMax, HOBOCTSIX
(bhapmarmu )
http://www.pharmvestnik.ru -
"®apmaneBTHUECKUN BECTHUK" B
HNutepnere, rae noCTOSIHHO
pa3MelIaeTcs JOMOJTHUTENbHAS
nHpopmanus. [Ipexae Bcero 3To
JIOKYMEHTBI, HEOOXO/TUMBbIE
npodeccuonaiam gapmareBTUYECKOn
OTpAaciy, a TAKXKE CIIPaBOYHAs

uHbopmarus.

CamocTosiTe/ibHASI BHEAYyAUMTOPHAaA (IOMAalIHsAs1) padoTa 10 MOATr0TOBKE K
3a-HATHIO. (IMCbMEHHO B THeBHUKE)

I. CamMOCTOSITEIBHO ~ 3aKOHCIIEKTUPOBATh  CIEAYIOIIYHD  HOPMATHUBHYIO
JTOKYMEHTAIUIO,
®enepanbhblil 3aK0H 'O crangaptuzannu B Poccuiickon @enepanuu” ot
29.06.2015 N 162-®3

®enepanbHblil 3akoH 0T 27 nekadbps 2002 r. N 184-d3 "O TexHuueckom
peryJnpoBaHun"

2. CocTaBbTe TPH TECTOBBIX 3aJ]aHUs MO 00pa3my
Hanmonansaeim opranom Poccuiickonn @enepanuu 1o CTaHIapTU3ALUA SABJISETCS !
g) denepanbHas ciayx0a 1Mo HaI30py B chepe 3ApaBOOXpaHCHUS
h) ®denepanbHas ciyx6a B chepe 3aluThl IpaB MOTpeOUTENeH
1 OJIarormoiryuus 4ejaoBeKa
1) denepabHOE areHTCTBO 1O TEXHUYECKOMY PETYJIMPOBAHUIO M METPOJIOTUU
J) ®enepanbHas ciry:x0a 1Mo TPyAy U 3aHSITOCTH
K) denepanbHas aHTUMOHOTOIbHAS CITy)KOa
I) TocynmapcTBeHHBIH MOKAPHBIN HAT30D
m) deaepaibHOE aTEHTCTBO MO0 TEXHUYECKOMY PErYJIMPOBAHUIO U METPOJIOTHH

3. MoaroroButh coodmenne «HoBocTu papmanumn» n3 UHTepHeTa wiin
U3 (papMaleBTHYECKHUX KYPHAJIOB


http://harupharma.ru/
http://webapteka.ru/
http://www.recipe.ru/
http://www.pharmvestnik.ru/

Metoanueckue ykazaHus Il CAMOCTOATEIbHO PadoThI 0 TUCHUIIHHE
«CrangapTusanus u ceptupukanus papManeBTHYECKOI 1eATeITLHOCTID)

3auarue Ne 5-6

Tema: MekayHapoaHas opraHu3amnus no crangaprusamuu (International

Organization for Standardization,lISO).

2 Bomnpocsl 1j1sl IPOBEPKH UCXOAHOTO0 (0230BOI0 YPOBHS) :
1. OcHoBHBIE 11eNH U 33J1a4yu MexkayHapoiHas OpraHu3aliys 1o

CTaHAapTU3aIuu/
Cdepa nestenpnoctu UCO .

NOoOUA®WN

crangaptuzauu NCO

Opranuzanumonnas crpykrypa UCO.

ITepcnektuBnbie 3aaaun NCO.

OcHOBHBIE O0BEKTHI CTAHIAPTU3ANNHA U KOJTUIECTBO CTAHIaPTOB

CocrtaB MexnayHapoHast opranuzanus mmo ctangaptusanuu MCO
OpranuzanonHas CTpykTypa MexayHapoaHas OpraHu3aius 1o

8. I'enepanbHas accambiiess MexyHapoaHas OpraHU3aIus

no crangaptuzauuu MCO
9. Cranmapt- TEpMHHOJIOTHSI.
10.®yHKIIMU CTaHIapTOB.
11.KaTeropun ctanaapTos.
12.YpoBHHU cTaHAApTU3ALINH.

13.0Opranuzanuu 1o cTaHapTaM.

14.Ilepeuens crangaptoB MCO.

OOyuarouuiics 10JIKe€H 3HATh;

. Oo0ecnieuenue kauecrtna JII1 B

OCHOBHBIC TTOJIOKCHUS
['ocynapcTBEeHHOM CUCTEMBI
crtanpaptusainuu Pocculickon
denepanuu

cucteMe (papMaleBTHUYCCKUX YCIIYT.
MoHorpadus ®.H bupaposa u p.

2012

. Jtexuusa Ne 2

O0y4yaromuiicsi 10JIKeH YMETh;

M0JIL30BAaThCS 3aKOHOAATECIILHON U
HOPMAaTUBHOW JTOKYMEHTALUEN 110
CTaHIapTU3aLuu

1. Ob6ecneuenue kauectna JII1 B

cucteme (papMarieBTUIECKUX yCIyT.
Momnorpadus OD.H bungaposa u mp.
2012

2. nexuusa Ne2




http://harupharma.ru/
http://webapteka.ru/
http://www.recipe.ru — papma-
LEBTUYECKUN NH(POPMALMOHHBIA CAUT .
OnepartuBHas HH(OpMALHS O
KOHBIOHKTYPE pbIHKA, HOBBIX
HOPMATHUBHBIX JOKYMCHTAX, HOBUHKaX
npodeccuOHATBFHOU JIUTEPATYPHI,
CCBbIIIKAax M IIporpamMmax, HOBOCTIX
(dhapmarmu )
http://www.pharmvestnik.ru -
"®apmaleBTHUECKUI BECTHUK" B
WNHTepHere, rie NOCTOSHHO
pa3MenaeTcs JOMOTHUTEIbHAS
unpopmanus. [Ipexae Bcero 3To
JOKYMEHTBI, HEOOXOANMBIE
npodeccroHanam GapmMareBTHICCKOM
OTpaciu, a TAKXKe CIIpaBoOYHas

nH(opmarusi.

3. CamocTonITe/IbHASI BHEAYIUTOPHAasI (JIoMallHsis) padoTa opauHaTOpa
MO MOJATr0TOBKE K 3aHATHIO. (IMCbMEHHO B THEBHUKE)

1. CamocrosiTenbHO JaTh paciuPpoOBKY U 3aKOHCIIEKTUPOBATH CJIEIYIONTUE
BUIbI 1 OpraHu3aiuu 1o cTaHaapTam;
MexKrocyaapCcTBEeHHbIH COBET M0 CTAHAAPTU3AIUN, METPOJIOT U
U cepruGUKANNH
ISO
MD3OK
ARINC
ASTM
CMMI
2. CocTtaBbTe TPH TECTOBBIX 3aJlaHHs 110 00pa3Ily:

K nepBbIM MTposIBICHUSAM ¥ BOZHUKHOBEHHS CTaHapTHU3AIIMH MOYKHO
OTHECTH N) MUCbMEHHOCTb,
0) JIETOUCYHUCTICHHUE,
P) CUCTEMBI CUeTa,
q) ICHE)KHbIC CIUHUIIBI,
I) EIUHWIIBI MEP U BECOB,
S) MPOTOKOJI

5. lToaroroButh coodmenne «HoBocTu papmanun» u3 UHrepHera nin
u3 papmManeBTHYECKHUX KYPHAJIOB.



http://harupharma.ru/
http://webapteka.ru/
http://www.recipe.ru/
http://www.pharmvestnik.ru/

MeToanueckue yKa3aHus AJf CAMOCTOATEIbHON padoThl M0 JUCIUILINHE
«Cranpapruzanusa u ceprupurkanms papManeBTHIECKON AeATEILHOCTID)

3auaTue Ne7-9

Tema: HUCO 9001. OcHOBBI TeXHOJIOTMH PpPa3paloTKu JOKYMEHTALMHU
cucTeMbl MeHeMkMeHTa KavecTBa. Ceprudukanusi cucreMbl KadyecTBa
¢GapmaneBTHYECKON OPraHU3aALUN.

Moayab Ne 2.

Conepsxkanue uzy4aeMou TeMbl 110 MPpOrpaMMe.

[lepeyerr ©w MOPSAOK pa3pabOTKH, aKTyaldu3allud W TMPUMEHEHUS
JOKYMEHTUpOBaHHOM  uHopmanuu.  Perucrtpamuss U coxpaHeHHe
JTOKYMEHTUPOBAHHON WH(OPMAITUH.

IV. Bonpocsl 151 IPoBePKH UCXOAHOT0 (02a30BOr0 YPOBHSI):
1. Knaccudukanusi JOKyMEHTAllMM CUCTEMBbl MEHEI)KMEHTa KauecTBa
(I'OCT P NCO/TO 10013-2007 PykoBoACTBO 10
JTOKYMEHTHPOBAHHUIO CHCTEMbI MEHE/PKMEHTA KaueCTBa).
2. DYHKIMOHUPOBAHUE TIPOIIECCOB OPTaHU3AIIHH.
3. IlonuTtHKa ¥ 11€71M B 00JIaCTH KaueCTBa.
4. PyKOBOJICTBO MO Ka4ECTBY.
5. KapTsl mpoiieccos.
6. YmpaBieHne TOKyMEHTHPOBAHHOW WH(pOpMAIIUEH .
7. JIOKyMEHTHpOBaHHE IIPOIIECCOB.
a. CraHoapTel OpraHu3auil
b. PabGouas uHCTpyKIUs
C. CranmapTHble OnepalvoOHHbIE TPOIEAYPhI
8. HpOBGI[GHI/Ie BHYTpCHHel"O ay)mTa CUCTCMBI KaUCCTBA KaK 3JICMCHT
HpOBGpKI/I pa6OTI)I HOKYMCHTHpOBaHHOﬁ CUCTCMBI KQaUCCTBaA.
9. Topsnok ceprudukanuun CMK. Opransl o cepTudukanmu B
coorBercTBru ¢ MCO 9001:2015.
O0yuaroumuiicsi 10/I2KeH 3HATh; 1. O6ecneuenne xkauectBa JIII B
OCHOBHBIC MOJIOKEHUs|  cucTeMe (hapMarieBTUUECKHX YCIYT.
o Momnorpadus ®.H bugaposa u ap.
['ocynapcTBeHHOM CHUCTEMBI 2012
crtanpaptusainuu Pocculickon
denepauun 2. mexuus Ne3

O0y4yaromuiicsi 10JKeH YMETh;

MOJB30BaThCsd  3aKOHOJATEILHOU n 1. OOecneuenne xkauectsa JIII B

HOPMAaTUBHOW  JOKyMEHTaluen 110
CTaHAAPTU3ALNH

cucreMe (papMareBTUYECKUX YCITYT.
Monorpadus ®.H bunaposa u ap.
2012




2. nexuus Ne2

http://harupharma.ru/
http://webapteka.ru/
http://www.recipe.ru — Ppapma-
LEeBTUYECKUI MH()OPMAIIMOHHBIN CallT .
OnepaTuBHas uH(pOopManus 0
KOHBIOHKTYpE PBIHKA, HOBBIX
HOPMATHBHBIX JOKyMEHTAX, HOBUHKAX
npodeccrnoHanbHON JUTEPaTYPHI,
CCBUIKAX M TpOrpaMMax,  HOBOCTSIX
(bhapmarmu )
http://www.pharmvestnik.ru -
"®apmaleBTHUECKU I BECTHUK" B
Hurepnere, rae [IOCTOSIHHO
pa3MenaeTcs JOTIOTHUTEIbHAS
UH(pOpMaLHSL. [Ipexxne  Bcero 31O
JIOKYMEHTHI, HE00X0TMMBbIE
npodeccruoHanam (bapMareBTHUECKOM
oTpaciiu, a TaKXE CIIpaBO4YHas

uHbopmarus.

3. CaMocTosiTe/IbHAS BHeAy IUTOPHAsI (JIoMAIlIHAS) padoTa Mo MOAr0TOBKeE K
3a-HATHIO (MMCbMEHHO B THEBHUKE).

1. CamocrosiTensHO W3YUYUTh u KpaTKo 3aKOHCIIEKTUPOBATH
MEXIYHAPOHBIN ISO CTAHJAPT 9001-2015 ( ITstas penaxius
2015-09-15) n.7,5

2. TOCT P HMCO/TO 10013-2007 PykoBOACTBO 1O JOKYMEHTHPOBAHHIO
cucteMbl MeHemxkMeHTa kadecTtBa (u3 [okumemus: I'OCT P HMCO/TO
10013-2007 PykoBOACTBO MO JOKYMEHTHPOBAHUIO CHCTEMBI MEHEIKMEHTA
kadectsa) http://dokipedia.ru/document/1723816

4.CocTaBbTe TPH TECTOBBIX 3a/IaHUS 10 00pa3iy
K noxymenTupoBanHou nadopmanuu
OTHOCHUTCS: . aKT;

b. 3aKkoH;

C. JOKYMEHT.

d. PykoBOACTBO 1O KaueCTBY

5. MoaroroButhk coodmenne «HoBocTu papmanumn» u3 UHTepHeTa Hin
u3 (papMaleBTUYECKHUX KYPHAJIOB.


http://harupharma.ru/
http://webapteka.ru/
http://dokipedia.ru/document/1723816

MeToanuyeckue yKa3aHus 1JISl CAMOCTOSITEJIbHOM PadoThl 10 JTUCHHUILIHHE
«Cranpapruzanus u ceprupuxanus GpapManeBTHIECKON 1eATETLHOCTH
3ansaTue Ne 10-11

V.

VI.

VII.

Tema: HAIL Cucrema ynpapjieHusi KayecTBOM (papManeBTHYeCKOM
opraHmsauuy, paspadorka, odopmiIeHHe, OCHOBHbIC  BH/bI
HOPMATHUBHBIX [OKYMEHTOB M 3amHucedl O KadecrBe, KOMILIEKTbI
JOKYMEHTOB.

Conep:xaHue u3y4yaeMoii TeMbl 110 IPOrpaMme.

HoxymenTtupoBanue mnporeccoB CK Ha 0OCHOBE KOHILIETIMK OLIEHKU PHCKOB
Uil KadecTBa. Pa3paboTka JOKYMEHTHUPOBAHHBIX IPOLIEIYP BBINOJHEHUS
npoueccoB CK u cranmapTtHbix onepainonsbsix npormeayp (COII). 3anucu
(IpoTOKOJIOB) U aHaIMU3 pe3ynbTaToB camMokoHTpois B PO. Ilposepka
COOTBETCTBUS cUCTEMBI ToKyMeHTooOopoTa CK B @O.

Bonpocsl 1J151 IpoBepPKH UCXOHOTO0 (0230BOI0 YPOBHA):

10.Conepxanne pykoBojicTBa o kauectsy @O

11.Conepxannie NOMUTUKY U LiesIel o kadecTBy PO.

12.Kapra npoueccor @O.

13. CoctaB ocHoBHbIX COII npoueccos B @O.

14. CocTaB OCHOBHBIX JOKYMEHTHPOBAHHBIX KypHAIOB B DO.

15.CocrtaB u nepeueHs pacnopsauTenbHon qokyMmeHTanuu OO.

16.ITopsinok MpoBeACHUS U aHATU3 PE3YJIBTATOB CAaMOKOHTPOJIs B DO.

17.Yex-1uCT KaK JOKYMEHTUPOBaHHAsI MH(POpMAIIUS TPOBEACHUS
BHYTpeHHero ayaura B @O

OCHOBHBIE MOJIOKEHUS|  cucTteMe (hapMaleBTUUECKUX YCIIYT.
['ocynapcTBeHHOM CHUCTEMBI 2012

cTa”gapTu3anuu Poccurickon
denepanuu

OO0yyarouuiics 10J17KeH 3HATh: 1. OGecneuenue kauecta JIII B

Mownorpacdus ®.H Bugaposa u ap.

2. nexuus Ne3

OO0y4arouuiics 10J1KEH YMETh;

MOJB30BaThC  3aKOHOJATEILHOU n 1. OOecneuenne xkauectsa JIII B

HOPMAaTUBHOW  JOKyMEHTALMENd  IIO|
CTaHAAPTU3ALNH 2012

cucreme (hapMareBTHICCKUX YCIYT.

Monorpadus ®.H bunaposa u ap.

2. nexuus Ne2




http://harupharma.ru/
http://webapteka.ru/

http://www.recipe.ru — ¢papma-
LEBTUYECKUH MH(POPMALMOHHBIN CauT .
OnepartuBHast uHpopManus 0
KOHBIOHKTYpE pBIHKA, HOBBIX
HOPMATHUBHBIX JOKYMCHTAX, HOBUHKaX
npodeccuoHaTbHOU JUTEPATYpHl,
CCBhIIIKax n nmporpaMmax, HOBOCTAX
(dhapmarmu )
http://www.pharmvestnik.ru -
"®apmaleBTHUECKU I BECTHHK" B
Wnrepuere, rae HOCTOSIHHO
pasMeiacTCs JOIIOJIHUTEIIbHAA
nHdopManus. [Ipexne  Bcero  3TO
JIOKYMEHTBHI, HEOO0XOAUMBIE
npodeccuoHantam (hapMareBTHIECKOM
oTpaciu, a TaKkKe CIIpaBOYHast

nH(opmarusi.

3. CamocTosiTeJIbHASI BHEAYIMTOPHAas1 (JIoMalllHsIs) padoTa 1o MoAroToBKe K
3a-HATHIO:

1. 3yunths KOMIUTEKT fOoKymMeHTaunu 1 PO 1mo cucremaM KadyecTBa.
(aBTOpCKas pazpabotka bunaposoii @.H. npegocTaBisercs 3JI€KTPOHHO. )

2.3aKOHCIIEKTUPOBATh B Terpamu COII( npuemka ToBapa, xpanenue JIII,
KOHCYJIbTUPOBAHHE )

4.CocTaBbTe TP TECTOBBIX 3aJJaHUSA 10 00pa3my
COII genarT nmpouecc padoTbI U €ro
pe3yJbTaThbl: a. I0CJIE/I0BATEIbHBIMU;

b. corimacoBaHHBIMY;

C. TIPE/ICKa3yeMbIM;

d. BOoCTIpOM3BOAUMBIMU;

€. BCC OTBCTLI BCPHBI.

5. IMoaroroButh coodmenue «HoBocTn papmanum» u3 Uurepuera uimn
u3 (papMaleBTUYECKHUX KYPHAJIOB.


http://harupharma.ru/
http://webapteka.ru/
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