MMWHWUCTEPCTBO CEJIbCKOI'O XO35IMCTBA POCCHUICKON
OEJIEPALIMA
DenepaiibHOE roCyJIapCTBEHHOE OIOKETHOE 00pa3oBaTeIbHOe YUPEKIeHNE
BBICIIIET0 0Opa3OBaHMS
«MBaHOBCKas roCcyIapCTBEHHAs CE/IbCKOX03AHCTBEHHAS aKaleMHsl
umenu JI.K.besnsesa»

YTBEPXJIARKD:
Bpuo pexropa @]
['CXA g

IMPOI'PAMMA IMOBBIIEHUS KBAJIM®UKAILINHU

«IIpaBoBbI€¢ acCHeKTHI (papMaALEBTHYECCKOU
JAeATeJIbHOCTH, OCYIIEeCTB/IsIEMO OPraHn3auusaMu B
cepe oOpaleHusi JIEKAPCTBEHHbIX CPEIACTB,
NPEeAHA3HAYCHHBbIX AJI1 JKUBOTHBIX»

Hpanoso 2021



2

Ilporpamma mosblileHus KBalnpukanuu (fatee nporpamma) «lIpaBosble acrexTh
(hapMaleBTHIecKod [eATeTBHOCTH, OCYIIECTBISIEMOM OpraHuzauusMu B cdepe oOpalleHk s
JEKapCTBEHHBIX CPE/CTB, INPEIHA3HAYEHHBIX [T KUBOTHBIXY» pazpaloTana B COOTBETCTBHH C
IpUKa3oM MHHHCTEPCTBA CEIbCKOIO Xo3siiictBa Poccuiickoit ®enepanmn «O MOBbLILIECHUH
KBaJIH(UKAIlAN CTIeIHACTOB B 00acTu BetepuHapuu» ot 30 sueaps 2009 . No 35,

AKTyallu3upoBaHHas IIporpamMMa MOBBINEHHS KBasinpukanuu «[IpaBoBnie acmexTsi
(apmMarieBTHYECKOH JCATCIBHOCTH, OCYIIECTBISEMON OpraHmzanuaMu B cdepe oOparieHus
JICKAPCTBEHHBIX CPEICTB, IPEAHA3HAUCHHBIX JUIS KHBOTHBIX» PACCMOTPCHA HAa METOIHTIECKOH
KOMHUCCHH (aKynbTeTa BETEPHHAPHOW MEAMLHHEI U OHOTEXHOJOIHH B JKHBOTHOBOJCTBE «03»
mapta 2021 T., npoTokon Ne 5

PA3PABOTUHMK:
[Ipodeccop kadeaprr HHOEKIHOHHBIX H

napasuTapueix 0oe3nei HMEHH .
axagemuka PACXH HO.® Ilerposa "”‘“Mv"’ E.H. Kproukonra

COTJIACOBAHO:
Havansunk YMY IT.A. XoxJjion

Pyxosomutens Lentpa Kapsepa A.B. Unbun




COHEPKAHHE
1. O0mast XxapaKTepHUCTHKA JOMOJHUTEIBHOH 00pa30oBaATEIEHOM HIPOIPAMMBI ......octeiviieiereennennnn. 4
1.1. Llenb peali3aiii IPOIPAMMBL ....ccoieieiriieeeaernrerressneeesnrereenns ALl s e L U 4
1 20 TINAR A yente peay M Ta Tl COVRIEIE . i b oas s ki s s e o shas b i 4
L35 KaTaPO P CIYTIETRIIEN oo v iibipsnsiamisomamnnsessiiinb bbb e e e B e S 11
L4 1 Dy HOSMEOCTE OO YICHIS fuviishsbiisienionini st bebiiaini v oer ot et s 00 miows da ot bl 11
Lo DODMA ST TR T s i it e G oo oAbt B 9 B e o o AR S b 11
1.0, DOPMA- OO YUCHI e vesivssins soasiansiio s s rmesha doiin S b e oS e R Rt e peiet ot 11
2 CORE PRI IO PAMMED 0 il i s ool ol ot s oo 1 B e s S oL B 12
2.1, YueOHBIH ITaH .o eiiriviinis R i g e et e e e i e 12
2.2. Paznestsl porpaMMbl U (POPMEPYEMBIE KOMITETCHIIHH ...vevvvirrvvesiinieiinessonsireisressisssesiunsesnns 3
2.3. KanengapHbii yIeOHBIA IPADHK ....vcvvveriiriirennns L R e e b i T 14
24 PADOYET TIPOTPAMMA (i s it aisbiosisssoun s sbu wevsasbolab Shdod svssns mestaiboun bies s bh v s vl D
2.3.1. TemaTHYeCKHH IITAH JEKITHOHHBIX 3AHTTHH ...oiiiiiiieriaiieiaeiieessieesie e i sere e I
3. Opranr3annonHo-TearoTHIeCKHe YCIOBHA PEATH3AIMNH TIPOIPAMMEBL .......veevieenieeceeeieneiean e, 17
3.1. KpasinpuKalOHHBIH COCTAR MEMANOTHYCCKHX KAIPOB. ooviiviiieiieriereertireerenresseeressesrsissinsnsens 17
3.2. MarepranbHO-TEXHHUCCKHE YCIOBUS PEATH3AMAN TIPOTPAMMEBL....cvvieveiiereereeeeersesreeseens 17
3.3.Y4e0H0-METOIHYECKOE OOECTIEUCTIIE TTPOTPAMMBL ...eterirasiersinneseieeerisee it sineseiieesineeseens 17
3.4. DxcnepTH3a peali3alliH MPOrPaMMBI ........... e R R b e A B e 20
4. OUEHKA KAYECTBA OCBOCHHS ITPOIPAMMBL........oveeisteeeesenseesneeosseasesstasnsessseesresossesssesessereseineasresns 20
A1 OMEHOHBIE CREHUTRA ity i oot b bk s oo T e B s i 20
4 GPRTEDURLH TR OIDOTRI e instishansh it fus e i b S B s 36

4.3. lopa/ToK MTPOBEACHMUI UTOTOBOM ATTECTATTHH . ..eeetuvreesereanrerssseessresisnesisnnsiinsesomesasinssenneans 38



1. OBIIASI XAPAKTEPUCTHUKA Z[OHOJIHHTEJI])HOI/I
OBPA3OBATEJBHOM IMTPOTPAMMBI

1.1. Ilean peajH3alHH NPOrpaMMbI

Ileab: coBeplieHCTBORAHHE KOMITETCHIWH, HEOOXOJMMBIX I NpodeccHonanbIon
JISSITENIGHOCTH M TIOBBILICHHS  IIPO()ECCHOHAIIBHOIO  YPOBHA B paMKax — HMeEIOLIeHcs
KBaUIH(DHKAIMH BeTepHHAPHBIX Bpadel.

JlomonuutenbHas obpazosareibias nporpamma cpopMUpoBaHa B COOTBETCTBHE:

- OemepansHoro 3akona or 29.12.2012 Ne273-®3 «O6 obpazosanun B Poccuiickoi
Denepanumy;

- NIpUKasza MHHHCTepCTBa cennckoro xo3sicTra Poccuiickoit @eaepaimy «O MOBBITICHAH
KBaTH(UKANHK cHelHanieToB B o0nacTi retepuHapun» ot 30 gasaps 2009 r. Ne 35;

- [OJIOKCHHS O JIMUEH3HPOBaHHK (apMaleBTHUSCKOH NeITeIBHOCTH, YTBEPHKICHHBIM
moctanoBieHueM lIpasutenscersa Pocentickoit @enepaunn ot 6 miong 2006 roga Ne 416, B pen.
IToctanonmenus [Ipasutensctia PO ot 13.11.2010 Ne 903;

- npukaza MunncrepcTBa o0paszoBanust W Haykm Poccwiickoit @enepannn  «O6
YTBEPKIACHUN IOpANKA OPraHM3alUl K OCYIIECTBICHHUS O0paz0oBATEIBHOM HESTENLHOCTH 110
TOTIOTHATENEHEIM IPO(heCCHOHATBHBIM ITporpaMMam» oT | mroms 2013 r. Ne 499,

1.2. [lnannpyemblie pe3yjbTaTbl 00y4eHHs

Ilporpamma moBbIeHnst KBaymnpukanun «llpaBoBele acrekTsl  apManeBTHIECKOH
JeSITeIIBHOCTH, OCYIIECTBISIEMOH OpraHu3anusiMu B cpepe oOpallicHHs TeKapCTREHHBIX CPEJICTB,
IIpellHa3HauYeHHbIX Ul )KUBOTHBIX» HallpaBJIeHa HAa COBEPIICHCTBOBAHHME M IOJYYUCHHE HOBBIX
KOMIIETEeHItHH (3HANUH W NPAKTHUECKMX HaBLIKOB) MEOOXOAMMEIX AIA mpodeccHoHaibHO
JICHTENILHOCTH B 001acTH BETEPUHAPHH JIJISt OCYIIECTBICHUS (DAPMAIEBTHYECKON ACHTEeTHLHOCTH,
nojieKariel JIMIeH3UPOBaHUIIO. .

- B pesynnTare OCBOCHHS TPOTPAMMEL ¥V CIYINATENS JOMKEH ChOPMHPOBATLHCH KOMIIIEKS
3HAHMH, YMEHHN M HABLIKOB B OOJIACTH [PABOBLIX ACIECKTOB (DApMAleBTHICCKOM NeaTeLHOCTH,
OCYILECTBISIEMOH  OpraHHzalHsAMH B cepe  oOpallleHHsT JIEKAPCTBEHHEBIX  CPEJICTR,
IpeAHA3HAYCHHBIX [T KUBOTHBIX. CIIyIIaTe b H0MKEH:

- TONyYdTh TIIyOOKHe U BCECTOPOHHHE 3HAHHS O HOpPMaTHBHO-IIpaBoBoil 0Oase,
permaMeHTHpYIOnIeH o0paleHue IeKapCTBEHHEIX CPEJICTB, MPEeIHASHAMCHHBIX /TS JKHBOTHBIX,

- MOJTYYUTH 3HAHUS B 00JIACTH CepTH(HKAIIMY U CTAHJIAPTH3ALMH JIEKAPCTBEHHBIX CPEJICTR;

YIAYOUTh TOHUMAaHHE BETEPHHAPHBLIMM CIIEHHaTHCTaMH TpeOOBaHHME BeTePHHAPHOTO

sakonogarelbcrea PO,

- 000CHOBATL COBPEMCHHLIC I[IPUHLHIIL] JIMUCH3MPOBAHUA JiesdTelbHOCTH B cdepe
oOpaleHus 1eKApCTBCHHBIX CPELCTB [l KUBOTHBIX

- copMHpOBaTE YMEHHS H HABBIKM, HEOOXOIMMBIE MJIS OCYIIECTBIICHUSI BETEPUHAPHOTO
Hazz0pa 3a JAeITEILHOCTRIO B cdepe oOpallenus JEKapCTREHHBIX CPEACTR I KHBOTHEIX,

- MONYYHTL 3HAHHS  I[IPABOBBIX  HOPM, PErlamMeHTHPYIOIHX  OTBETCTBEHHOCTE
FOPUIHYSCKUX W (QU3IMYCCKHX JIMI[ 3a HapyIIeHHs TpeOOBaHWE 3aKOHOJATENBCTBA B cdepe
obpamtieHns NeKapcTReHHBIX CPEICTR.

DeeparbHBIM TOCY/IAPCTBEHHBIM 00Pa30BATE/ILHBIM CTAHAAPTOM BBICIIEr0 00pa3oBaHus -
crieLuaInTeT 1o cremransHocTH 36.05.01 «BerepuHapus» NpeaycMOTPEHbl KOMIIETEHIHUH,
yKa3aHHble B TabJIHIe:



Tabmmna 1. Tepedens npodeccronaibHbIX KOMIETEHIHH (B cootBercTrn ¢ OI'OC BO)
B paMKax HMGIOLL[GI;'ICH KBB.J'[H(l)HKaLIHH, Ka4eCTBCHHOC H3MCHEHHE KOTOPBIX O’C}’U.'[@CTBH?[ETCH B

pesynbrare o0yJdeHuUs.

HaymeHOBaHME KOMITCTCHITUN

Kon " HAUMEHOBaHHE

BBITYCKHHKA

KOMIICTCHIIUH

[IpaBoBbIe OCHOBEI mpodeccHoOHaTBHOM

ACATCIIBHOCTH

OIIK-3. Cnocoben OCYILECTBIATE "

COBEPIICHCTBOBATH npOheCCHOHATTBHYIO
JIeATENBHOCTE B COOTBETCTBHH [

HOPMATHBHBLIMH [TPABOBBIMH aKTaMu B cdepe

arpoIpOMBIILIEHHOT0 KOMITJIEKCa

CoBpeMEHHBIE TEXHONOTHH, 000PY/JIOBAHHE H
Hay4HbIe OCHOBBI npodeccHoHATEHOM
JeATCILHOCTH

Ol1K-4. Crocoben HCITOJIB30BATh B
npoQecCHOHATBHON  JESTEIBHOCTH  METO/IBI
perrenus 3aia4 c HCII0/IB30BAHHEM
COBPEMEHHOTIO 000PYIOBAHMS IIPH pazpaboTKe
HOBBIX TEXHOIOTHH " HCIOML30BATh
COBPEMEHHYIO npodecCHOHATEHYIO
METO OO HEO T MPOBEICHHS
HKCIEPUMEHTATBHBIX HeceOBAHM 51
HHTEPIPETALIN UX PE3YThTATOB

[Ipodeccronanbuple  KOMTETEHIIHH, yCTAHABIHBACMBIE IPOrpaMMOil  ClICHHalNTETA,

bopMHUpyIOTCEI ~ Ha  OCHOBE

1poeccHOHaNBHEBIX

CTAHJIAPTOB  COOTBETCTBYHOMIHX

popeCCHONaNbHOH ISATCIBHOCTH BBIIYCKHHKOB, a TakkKe [IPH HEOOXOAMMOCTH, HA OCHOBE
aHanu3a TpedOBaHui K MPOQECCHOHANBHEIM KOMIICTEHIUSAM, ITPETBIBIAEMBIM K BbITyCKHHKAM
Ha PBIHKe Tpya, 0000MIEH s 0TeUeCTBEHHOT0 | 3apybexnoro onkrra (1.3.4 ®T'OC BO 36.05.01

Berepunapus).

[Tpodeccrona bHBIM — CTAHAAPTOM

«BerepuHapHbIit

Bpau» Nel4l, yrBepKIeHHBIM

npukasoM MHHHCTEPCTBA TPyAa H COIMANBHON 3atuthl Poccuiickoit ®ejiepaiiin o1 23.08.2018
r. No 5474, npenyemorpena obobmennas tpynoas Gynkimst (OTD) «Oxazanue BeTepHHAPHOIH
MIOMOIIH JKMBOTHBIM BeeX BHIOB, KoJ B. Ona Brmouaer «llposenenue MeponpusTHii 1o

JIeYeHU  OONBHBIX  KHBOTH bIX5,

xkog B/02.7

H  «OpraHuzaluio  MEpPONpHATHIL 110

IPEIOTBPALICHAK) BOSHHKHOBCHUS HE3APA3HBIX, MH(MEKIMOHHBIX H TapasurapHbix OoJie3Hei
KHBOTHBIX /11 00€CIIeYeHHs YCTOMUHBOTO 3M0POBES JKUBOTHBIX», K01 B/03.7.

[lpn peammsanui o600nIenHON TpymoBoi ¢yHkunn «OKazaHHe BETEPHHAPHOH MOMOLIH
AKHBOTHBIM BCEX BHMJIOBY» PEKOMEHIOBAHO MOIOJHUTENbHOE NpodeccHonansHoe obpasoBanme -
MIPOTPAMMBI [IOBBIIICHHS KBATH(OHUKAIINY He pee OAHOro pasa B ATh JieT.



Tabauuma 2. Ilepeyens  MpodyecCHOHANBHBIX  KOMIIETEHIMH (B COOTBETCTBHH ¢
IIpoderamgapTrom) B paMKax UMEIONIEHCS KBATHOHKAINN, KAYCCTBCHHOE M3MEHEHHE KOTOPBIX

OCYIIECTRIISIETCS B pe3yibTare 00yUueHus.

Bunsl OTd IIpodeccnonanbubr YMeHus 3uanus
e TeIBHOCTH € KOMIIECTCHIIUA : :
Berepunapuoe | Oxasanue Bribop ITosbzoBatbes INocynapcTBeHHBIH
obecrieveHie BETEPUHAPHOR | HEOOXOAHMBIX CIIELHATM3HPOBAHHBL | peecTp
3/10pOBbA NOMOLLH JIEKAPCTBEHHBIX MH ' JIeKapCTBEHHbIX
KHBOTHBIX H KHBOTHBIM nperapaTon HHOOPMALIMOHHLIMH | CPEJCTB [Is
qenoBeKa BCEX BHUOB XMMHYECKOH 1 6a3aMu JaHHbLIX IPH | BETEPHHAPHOI'O

Gronornueckoi BbIOOpE c11oco00B [IPHMEHEHHS

NPHPOABL JJIs

JICHCHMA

JICUCHHS JKMBOTHLIX | 3aboeBanmit
C YUETOM HX KUBOTHBIX
COBOKYITHOTO
dapmaromorHueckor
"0 AcHCTBHA Ha
OpraHu3mM. : . i B
Paccunrbirars DapmMakoIor Hueckh
KOJTHYECTBO eH
ME/IHKAMEHTOB 115 TOKCHKONOTHYECKHE
JICHEHHS KUBOTHBIX | XApaKTEePHCTHKH
| M npoHIaKTHKH NEeKapCTBEHHOTO
3a00/1eBaHHH ¢ CBIpbA,
COCTaBJICHHEM AeKapcTBEHHbIX
PELICIITOB Ha lpenapatos
OnpeaeSIeHHBIH XHMHWYECKOHN U
nepuoj | Buonoruueckoi
| IPHPOIBL,

OHOJIOr HUECKU-
AKTHBHBIX [100aBOK
At OpoQUIaKTHKH
W JleueHusa Dose3Hei
JKHBOTHBIX
pazjuyHoMN
STHONIOTHH




Tabsiana 3. PesyasTaThl 0CBOCHHS AOMOIHHTENBHON 00pa30BATEILHOM TPOTPaMMbI

Bujibt Ipodeccuonansupie | YMeHus 3uanuns
JEATEIBHOCTH | KOMIICTEHLIUH ! aian L : _
Betepunaproe [TK-1 Ilpumensats B chepe |  DemepaibHelil 3akoH oT 13
ofecrieyenue 3HapHe  TpeOoBaHMi | oGpaimenHws uroas 2015 r. N 243-03 «O
3I0POBLS denepanbuoro JIEKAPCTBEHHBIX BHECEHHUM M3MEHEHHH B 3akow
JKUBOTHbIX H | 3aKOHOIATENbCTRA, cpencts g skusot- | Pocouitckolt  Mdemepauun  «O
YesoBeKa NpeabIBIgeMBbIX K | HBIX TpeOOBaHMS | BETCPHHAPHH» W OTHe/bHBIE
JlesITeJIBHOCTH B chepe | henepannHoro 3aKOHOAATEILHBIE aKTHIl
| obpatueHus 3aKOHOATENBCTBA Pocewiickoit Menepaipng;
JIEKaPCTBEHHBIX = Menepanbrbiii 3akod Ne 61 «O6

MECHEHHUSA

CpelIcTB ISl  HKHBOT-
HBIX U YMEHHE MX MpPH=

obpareHnH JIEKAPCTBEHHBIX
cpencte ot 12.04.2010%

- Ilpukas Munrceasxosa Poconn
or 15.042015 N 145 "O6
yreepuicHun LIpaBun xpanermus
JIEKAPCTBCHHBIX  CpeiCcTB sl
BETCPUHAPHOIO MPUMEHEHHs"

- @epepasibHBIH  3aKOH  OT
08.01.1998 N 3-®3 (pen. or

08.12.2020) "O HApKOTHYCCKUX |

cpeicTBax W
BellecTsax”

- llprkaz Muncensxoza PD or
18.02.2005 N 19 "006
yreepakaeHun [lopsaka Briiaum,
yuera, MpPOBEIEHHS HHBEKLHH
HAPKOTHYECKHX  CPENCTB M
[CHXOTPOINHBIX ~ BEWIECTE B
BeTeprHapHn"

- TocTanopenHe
ITpaBuTenscTBa P® oT
03.09.2004 N 453 (pea. or
22.08.2016) "O6 yrBepsKacHHH
[Monoxenns 00 HCMOMB3OBAHMH
HADKOTHYECKHX  CpeiAcTB |
ICHXOTPOMHBIX  BELWECTE B
BerepuHapun’”

TICHXOTPOMHBIX

| 1IK-2
3HaHue
Iocynaperserntoi
CHCTCMBI
KaJecTra,

JICKAPCTBEHHBIX
CPeICTR.
Cepruduranmn
JEKapCTBEHHBIX
cpencTs

KOHTPOJTA
s¢erTHB-
HOCTH M O€30MacHOCTH

VYMeHHe NpaBHIBHO
I10JIb30BATHCH
HHpOpMaLMei
MPEACTABIICHHONH B
cepTHdMKaTax Ha
TeKapCTBeHHbIE
cpeacTra

[

- Iocranornenue [occrammapra |

P® or 02.12.2002 N
yTBepKaeHUU  [lonoskenns o
Crereme CepTH(UKALIN
JIEKAPCTBEHHBIX cpeacTr”

- Ilpukas Muncenbxosa Poccum
or 06.03.2018 N 101 (pen. or

121 "O6

05.06.2020) "O6 yrBepiKACHHH |

[IPABHIT NpoBeaAeHsT
JOKJIHHHYECKOrO  MCCNeNOBAHMS
JIEKAPCTBEHHOI'0  CpeacTBa  Juisi
BETEPHHAPHOIO [IPHUMEHeHHS,
KJIIHHHYECKOTrO = MCC/ICAOBAHHS
JIEKapCTBEHHOTO Tpenapata s
BETEPUHAPHOTO IpUMEHEeHHS,
MCCIeIOBAHMA
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Buner
JIESTETEHOCTH

ITpodeccronanbHbIe
- KOMIICTCHITHH

VYmMenus

3Hatus

OHOIKBHBAIIEHTHOCTH
ACKApCTBEHHOrO Mnpenapara Ass
BETEPHHAPHOIO MPUMEHEHHS"
"CornauieHie 0  eIHHBIX
MPHHLIKITAX H npaBuiIax
obparieHus JIeKapCTBEHHBIX
cpelcTs B paMkax EBpaszuiickoro
3KOHOMHYECKOTO coroza”
(3akmoueno B r.  Mockse
23.12.2014)
- Pemenwe Corera Eppasuifckoi
SKOHOMHYCCKOH KOMMCCHH  OT
03.11.2016 N T "5
YTBEPIKIACHHH [pasun
HazA/lexkalled MpoH3BOACTBEHHOU
[IPAKTHKH Egpaswuiickoro
3KOHOMHYECKOTO COr3a"
- Ilpukaz Poccenbxo3naazopa ot
13.06.2018 N 605 "06
YTBEPIKAEHHH [Topsaka
OCYLLIECCTBICHHS  BBIOOPOUYHOTO
KOHTPOJIA Kayecrsa
TeKapCTREHHBIX  CPeACTR  UTd
BETEPHHAPHOIO NpUMEHEHHs"

TK-3

3HaHue
perucTpaLuu
JIeKapCTBEHHbIX
CpelCcTB [UId  KHBOT-
HBIX

Nnopsaka

YMeHue

cbopa
HHGOPMALIMH "
ITaKeTa [JOKYMEHTOB
HEOOXOMMBIX T4
perucTpaimu
JIEKAPCTBEHHBIX
CPEICTE A7 JKHBOT-
HBIX

- IMTpukaz Muncensxosza PD No |

48 «O06 yreepxaenun llpapun |

roCYAapeTBEHHOH perHcTpaliu
 JIEKApCTBEHHBIX CPEICTB s

JKHBOTHBIX " KOPMOBBIX |

nobasox» ot | anpens 2005 r.

- [lprkas Muncenexoza Pocenn

oT 26.07.2017 N 366 "O6
VTBEPHICHHH

. AJIMUHUCTPATHBHOIO
perylameHra DeepasibHOH

cnymObl M0 BETEPUHAPHOMY W
(dhuTOCAHHTAPHOMY HAA30py [0
MPEACCTARICHHIO
rOCYIapCTBEHHOM  YCAYrH 1o
rOCYJapcTBEHHOH perucTpaitiu
reHHO-UHKEHEPHO-
MOJHPHLIMPOBAHHBIX
OpPrdHU3MOB,  MCIOJB3YEMbIX
[UTs  TIPOM3BOJICTBA KOPMOB |
KOPMOBBIX 100aBoK [uist
IKHBOTHBIX, [€HHO-HIKEHEPHO-
MOAM(HLHPOBAHHBIX
OpPraHW3MOB,  MCMOb3YEMbIX
ans NPOM3BOACTBA
JIeKAPCTBEHHBIX  CPelcTB A
BETEPHHAPHOT O [IPUMEHEHHS, a
TAKKe KOPMOB H  KOPMOBBIX
100aBOK A8 KHBOTHBIX,
_NOJNydEHHBIX €  [PUMEHEHHEM




|
|
|
|
\

Buisr
eATebHOCTH

[Tpodeccnonanbuble
 KOMIICTCHIUH

VuMenus

3HaHUA

reHHO-HHKEeHEPHO-
MOIH(HLIMPOBAHHBIX
OpraHHU3MOB HJIH COACPIKAIIAX
TAKHE OPTaHH3Mbl"
- IIpukas Muncensxosa Poccun
or 30.06.2017 N 318 "O6
YTBEPIHKAEHHH [Topsiaka
[pELCTABICHHS HHPOPMALIMH B
DeslepanbHYO
- FOCYJapCTBEHHYHO
HHPOPMAIIMOHHYIO CHCTEMY B
obaactu BETEPUHAPHH H
roftyyeHus  uHbopMalHy - U3
HES
- Tlpukas Muncensxosa PD or
04.02.2009 N 38 "06
- AIMHHHUCTPATHBHOM
perylaMeHTe UCTIONHEHUS
MuHcenbX030M Pocenn
rocynapcTReHHoOM yHKIMH Mo
BEJIEHHIO peecTpoB B 00/1ACTH
BETEPHHAPHH
- I[Ipukasz Muncesnbxosza Poccun
or 09.06.2017 N 280 "O6
YTBEPHJIEHHH IMopsiaka
BEJIEHUS rocyapcTBEHHOTO
peecTpa NEKAPCTBEHHbBIX
CPEIACTB U1 BETEPHHAPHOTO
MpuUMeHeHus"

[1K-4 3HaHue %
YMEHHE  BBITOJHEHNS
JIMLIEH3UPOBAHHS
ACATEILHOCTH B cdepe
obpatenys
NIEKapCTBEHHBIX
CPelCTB T KHBOT-
HBIX.

[Ipenocrarnenue
NaKeTa JAOKYMEHTOB
MpeayCMOTPEHHBIX
[1OJ1I0KEHHEM O
JIMLEH3HPOBAHUH
thapmauerTHUCCKO#H
AESITeNLHOCTH

- MenepanbHelil 3ak0H Ne6l «O6
obpaliieHHH JIEKAPCTBEHHBIX

| cpeacts» ot 12.04.2010

- @eaepadbHBI  2aKOH  OT
04052011 N 99-03 (pea. ot

31.07.2020) "O muueH3IUpORAHHH |

OTIEJTbHBIX BHIIOB ACATELHOCTH" |

- [locranoenenue [IpaBurenscrea
P® or 22.12.2011 N 1081 (pen.
oT 28.11.2020) "O
THIIEH3UPOBAHHH
(hapmaLleBTHYECKOH
nesarenpHOCTH" (BMecTe c
"Tlonoskennem

JTUIEH3HPOBAHKH
dapMaLleBTHYECKOH
JesTensHoCcTH")

- Iloctanosnenue [lpasurenscTra
P® or 29.12.2020 N 2343 "0O6

| YTBEPIKIEHHH [paBuin

thopmupoBaHus H BeICHMA
peecTpa JHUEH3MH W THIIOBO#H

(dopMbl  BRITHCKH M3  peecTpa |

nuueHsni”

- Tlpukaz Muncenpxosa Poccun
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Buan [podeccuonasibinle Ymenusa 3HaHU
JLEeSITeIEBHOCTH KOMIIETEHIIHE 7 S g e
lor: 01032016 N 80 06
| yTBeprKaAEHHH
| AJIMHHMCTPATHBHOTO
pernaMeHTa denepaibHoi
Cily:kOBl 110 BETEPHHAPHOMY H
(hUTOCAHHTAPHOMY HAA30py MO
[1pe10CTABICHHIO
roCyAapeTBeHHON  YCIYTH 1o
JMUCH3HPOBAHHIO
(apMaleBTHYISCKOH
JEATEILHOCTH, OCYLISCTRITEMOH
B cthepe obparnerns
JIGKAPCTBEHHbLIX  CPEUACTE s
o adlh : _ BETEPHHAPHOTO NpHMEHEHNA"
I1K-5 YMeHHe UCTIOTHCHHS - DeneparbHBIH 3akoH No6 -3

3HaH¥Me W HCTIONHEHHE
TpeboBaHHUH rocy-
LJApCTBEHHOrO Haa3opa
B ctepe obpamenws
JIEKAPCTBEHHbBIX
cpeacTs
KHABOTHBIX

I

TpeboBaHHi

3aKOHOJATe/IIBCTBA B

chepe
NEKapCTBEHHBIX
CpescTB
FKHUBOTHBIX

obpareHus

s

«006 obpatuerinu
JIEKAPCTBEHHBIX  CPEACTB»  OT
12.04.2010;

- 3akon PO ot 14.05.1993 N
4979-1 (pen. or 08.12.2020) "O
BETEPHHAPHI" ;

- IlocranoBneHue
[IpaBuTenscTra PO oT
30.06.2004 N 327 {(pem. ot
04.02.2021) "O06 yTBepIKACHHN
[Monoxenus o MeaepanbHO
" cayx0e o BeTepHHAPHOMY H
(urocannTapHoMy Hagzopy"

- Ilpukaz Muncensxosa PD or
10.10.2011 N 357 "O6
YTBSPIKICHHUH ITopsaka
OCYIUIECTBACHHS MOMHTOPHHTA
0e30MacHOCTH  JTEKAPCTBEHHbBIX

npenaparoe s
BETEPUHAPHOTO  TIPUMEHEHHS,
perucTpaiim NoOOYHLIX |
JEHCTBHII, CePhE3HBIX
HEKEeJIATETbHBIX PpeaKLmH,

HEMpeIBUICHHBIX
. HEXKCIATEJIbHBIX PEaKIMH MpH
NPUMEHEHWH  JIEKAPCTBEHHBIX
NperapaTos Adtst
BETEPHHAPHOI'O TPHMEHEHHS M
NPEOCTABICHHS HHPOPMALIMH
00 sToM"

- Ilpukas Poccensxosnanzopa
or 13.06.2018 N 605 "O0
YTBEPIKACHMH [lopsanka
OCYLIECTB/EHUS  BBHIGOPOUHOIO
KOHTPOJIA Ka4ecTBa |
JICKApCTBEHMBIX: CPEACTR  JUid
BCTCPHHAPHOIO NPHMeEHEHHS "

- enepanbHBIH  3aKOH  OT
26.12.2008 N 294-d3 (pea. ot
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Buaer
e TeTbHOCTH

[Ipogeccuonansusie
KOMIIETEHLIMH

YMenus

3HaHAsa

08.12.2020) "O sammre npas

IOPUIHYECKHX JuL "

 HHAUBHIYaNbHbIX
npearnpUHUMAaTes el rpH
OCYLIECTRIGHUH
FOCYIapCTBEHHOIO  KOHTPOIS

(Haazopa) M MYHHLHMAIBEHOIO
Koutpons” (¢ M3M. W jgor.,
BCTYIIL B cuy ¢ 01.03.2021)

TIK-6

3uanme Poccwiickoro
3aKOHO/IaTENbCTRA
OTIpeIelIIOLLero
OTBETCTBEHHOCTD
OPHANYECKHX  JIHIL K
husuMdeckux ML 3a
HapylieHus B cdepe
o0pallleHHs  JieKaper-
BEHHBIX CPEACTB 14
JKUBOTHBIX

ITocTpoenue
OTHOIIEHHH B cdepe
obpaLleHHs Je-
KapCTBEHHBIX
CpelcTB B COOT-
BETCTBHH c
Pocculickum
3aKOHOIATETECTBOM

Komexe PO No 195-03 «O6 |
aIMHHHUCTPATHBHBIX |
[IpaBOHAPY LUEHHUSIX) oT 30 |

nekabps 2001 r. |

1.3. Kareropus ciaymareiei
K ocpoenuio nporpaMMbl JOIyCKAIOTCA: JHIEA, HMCIOIINE BRICIIEE 00pasoBarue, cpe/iiee

npodeccronaibHoe 00pazoBaHue; JIMLA, [OJIYYalOIIHe BhicIee 00pa3oBaiue.
Kareropust 00y4arom#xcs: CrenHaTHCcTel BETEPHHAPHOHR CIIyKOBL, CTYICHTBI.

1.4. Tpynoemrocth 00yueHust
Tpynoémrocts — 72 uvaca.

1.5. ®opma aTTecTallUH
QPopma arrectanun: AudPpepeHHPOBAHHBIH 3a4eT, CePTHHHUKAT CIIEMAIHCTA.

1.6. @opma obyueHus

®opma  00yueHus:

TEXHOIOIUH.,

3ao4yHas ¢ TpUMEHEHHMEM JTHUCTAaHIUHMOHHLIX O6pa.'§OBaTCHBHbIX



2. COAEPKAHME MPOT' PAMMDBI

2.1. Yyeonsrii njaan

Ny Haumenosarine [To yueGHOMY miaHy ¢ HCTIOMB30BAHHEM Tekyumit ITpome
AHCUHTIIAH IHMCTaHIHOHHEBIX 00pa30BATENBHLIX KOHTPOJIb | TOUYHas
TEXHOJOTHH, vac aTTecT
4 3 s
’g AynuTopHsie HrcTaHUHOHHBIE
£ | 3aHATH, Yac 3aHATHS, Hac .
g M3 HUX U3 HHX o
;‘ & = l 4 i L}n %
. A gl B
R ol oul 4 ol ig alyl B2
s (EIEL A ERE B A ER i RIRIRg
S8 F 8|88 28l 3E |«
2 5 EZ E | §|lgx |2
e g9 o Eee
S 2 e S
= (e == ]
1| Tpebosanms 10 10 10
enepaisnoro
38KOHOIATENLCTRA,
npeabABIsemMble K
HeATENBHOCTH B cepe
obpamiens
NEKAPCTBEHHBIX CPEACTR
JUIA JKMBOTHBIX o T :
2| Tocynapcraennasn 20 20 20
cHcTEeMa KOHTpOS
Ka4vecTRa,
aqperTHBHOCTH,
HesomacHocTH
JIEKaPCTBEHHbIX CPEJCTB. o e
3| Topsgok  perrcrpamuu | 10 10 10 T
JICKAPCTBCHHBIX CPECTB :
_ | TS KMBOTHEIX ; e
4 |. JIuuerzuposariie 10 10 10
HEATENIBHOCTH B ciepe
oOpalieHns
JIEKapCTBEHHBIX CPENCTB
JUIA KHBOTHBIX )
5| TocynapcraenHslii 10 10 10
BETEPUHAPHBIA  Hal3op
3@ JIEATENILHOCTLIO B
cpepe obpalieHus
JIEKAPCTBEHHEBIX CPEJCTB
| VIS EKHBOTHBIX |
6| OTBETCTBEHHOCTD 10 10 10 |
IOPHJIMYECKAX ~ JIMIL W
(dusugeckux M 3a
Hapyurenus TpedboBaHuii
3aKOHOATEILCTRA B
cepe obpatueHs
TEKAPCTBEHHbIX CPE/ICTR :
7| Hrorosas arrectans 2
Tect
8| Hroro 72 70 | 70 | |




2.2. Pasessl iporpaMmsl H popMHpyeMble KOMIETeHIHH

I

Ne | Hanwmenosanme pasnena yueOHoro | COBEPIICHCTBYEMBIE KOMITETEHIINH HITH TPYAOBbIE
1/ mrana : (PpyHKIIIH e 7
s ‘ i [K-1 | TK-2 | TK-3 | IK-4 | [IK-5 [ [IK-6
1 | Tpebopanus ¢emeparsHOro 3akono- + + L +
HOATENBCTBA, HPEIBABIACMEIE K [es- |
TelbHOCTH B cdepe obpammeHns
JIEKapPCTBEHHBIX CPEACTB ISl FKHBOT-
HBIX ‘ i ;
2 | I'ocynmapcTBeHHas cHcTEMa KOHTPOJIA -+ +
KavecTBa, oddexTuBHOCTH, Oe3omnac-
HOCTH JIEKAPCTBEHHBIX CPEICTB
3 | Ilopsanox perncrpanis JeKapeTBEH- #
: HBIX CPEJICTB LISl )KUBOTHBIX _ '
4 | JluuensupoBanue JeITENLHOCTH B = ¥

cepe oOpaiieHHs JeKapCTBEHHBIX
CPEIICTB [UISl SKUBOTHBIX

5 | l'ocynapcTReHHBIH  BeTepUHAPHEIN + +
Ha/J30p 3a JedTeJIbHOCTEIO B cdepe
oOpallleHust JICKapCTBEHHbBIX CPEICTB
IS JKUBOTHEIX

6 | OTBETCTBEHHOCTL HOPHIHYECKUX H |
Gu3HUeCKUX JHI 34 HApyIIeHHS
TpeboBanuii B chepe oOparnerus
JICKAPCTBCHHBIX CpEaCTB TSt
JKHBOTHBIX

I
4-

7 | Utorosas arrecraims _ + T e s +
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2.3. Kanenaapusiii yueOHbIii rpaguk

| No

HaumeHnoBanue pasjena yuebuoro
- IUIaHa

Beero
ayn.
qacoB

JUHH

78

11

12

TpeGopanust (enepatbHOTO 3aKO-
HOMATENLCTRA, MPEIbABIAEMEBIE K
JIESITENBHOCTH B cepe obparmenus
JEKAPCTBEHHBIX  CPEACTB  JUjid
JKHBOTHBIX

10

[ocynapeTBeHHAsE CHCTEMA KOHTPO-
19 KadecTBa,  IPPEKTHBHOCTH,
0e3011acHOCTH JTEKAPCTBEHHBIX

cpeacts. Cepruduranuu jexaper- |

BCHHBIX CPCOCTB

20

Ilopsaiok perucTpanuu JIeKapeT-
BEHHBIX CPEJICTB I JKHBOTHBIX

-

JInueH3upoBaHue AESTEILHOCTH B
chepe obpaleHust TEKaAPCTBEHHBIX
CPEJCTB JUISl JKMBOTHBIX

10

I'ocynapcTBeHHBIH  BeTepHHAPHBIA
HAJ[30D 3@ JEATEIBHOCTEIO B cepe
oOpatneHus JIeKapCTBEHHBIX

| CPpEACTB JJIA KMBOTHBIX

10

OTBETCTREHHOCTE  FOPHAHYECKUX
JMIL ¥ (HU3HYECKUX JTHIL 3a Hapy-
meHus TpeOoBaHUH 3aKOHOIATETh-
ctBa B cdepe oOpaiieHus Je-
KAPCTBEHHBIX CPEACTB

10

Wrorosas arrecranms




2.4. PaGouas nporpamma
2.3.1. TemaTudecKHi NJ1aH JeKIMHOHHBIX 3aHATHIH

Pazpen 1. Tpebopanusi ¢eaepaibHOro 3aKOHOIATEILCTBA, IHpeIbABISiEMbIe K
JAesITeTbHOCTH B cdepe oOpameHus TeKapCTBEHHBIX CPeICTB s KUuBOTHLIX (10 gacos).

Tema 1.1. HopmarTuBHBIE [JOKYMEHTBI, pEIYJIHPYIOIIHE eATENLHOCTE B cdepe
[POK3BOACTBA M 00palleHHs JICKapCTBeHHBIX cpelctB. (OCHOBHEIC monokeHHs MeiepaibHoro
3akoHa «O6 obparenun 1eKkapcTBEHHBIX cpeacTBy (P3-61), O3 O BerepuHapuu (2 gaca).

Tema 1.2. [Tpou3BOJACTBO M MapKUpoOBKa JiekapcTReHHbX. [lopagox yuera, XpaHeHHS H
OTIIYCKA JIEKapCTBEHHBIX CPeJICTB (2 yaca).

Tema 1.3. QapmanesTuueckas AeATENBHOCTS. [IpaBuia ONTOBOH W PO3HWYHON TOPTOBIH
JIEKapCTBEHHBIMHU CPEICTBaMH. M3roToBleHNE H OTIIYCK JICKaPCTBEHHBIX IIperaparos (2 yaca).

Tema 1.4. llopsnok BBO3a JICKAPCTBEHHBIX CPEJACTB Ha Tepputopwio PD u BeBO3a 34
mpefens cTpadsl (1 9ac).

Tema 1.5.11ops0K HCIIOIB30BAHHS HAPKOTHUECKMX CPEACTB M TICHXOTPOITHEIX  BELICCTB B
BETEPHHAPHH B COOTBETCTBHM ¢ DefepaibHbIM 3akoHOM «(O HApKOTHUECKHX CpeJICTBax M
MCHXOTPOIHBIX BeLIeCTBaX» (2 daca). :

Tema 1.6. locymapcTBeHHEIH peecTp JIEKAPCTBEHHBIX CPEACTB JUIS  IKHBOTHBIX.
VHHYTOKCHHE JEKAPCTBEHHBIX  CcpefcTB  MOHHTOPHHT 0€30MacHOCTH  JICKAPCTBEHHBIX
npenapatos (1 gac).

Paznen 2. I'ocyaapcTBennas cucreMa KOHTPOJISI KauecTBa, YPPeKTHBHOCTH, Ge301IACHOCTH
JIeKAPCTBeHHBIX cpeacTB (20 yacor).

Tema 2.1. Cucrema (eacpaibHbIX OPraHOR  HCIOAHMTENBHOH BIACTH © X
TEPPHTOPHANIEHBIX TOAPA3AC/ICHHAH, OCYIICCTBIAIOMMX (GYHKIMHA 110 KOHTPOJIO KauyecTBa H
6e30TacHOCTH MeKAPCTBCHHBIX CPe/ICTR (2 yaca).

Tema 2.2. llopsnox mnpoBejcHHS TOCYAapPCTBEHHOTO KOHTPONS 5S(GPEKTHBHOCTH M
0e3011aCHOCTH JIEKAPCTBEHHBIX Cpe/ICTB (4 uaca).

Tema 2.3. Opranusauus M OCYLICCTBICHHE TIOCYJApPCTBEHHOIO KOHTPOJIS W HAa30pa B
001aCcTH CTaHAapTH3ALUH JeKapCTBEHHBIX CPEACTB (4 uaca). :

Tema 2.4. Opranusanvs B OCYIIECTBIEHHE I'OCYNAapPCTBEHHOIO KOHTPOISI U HAA30pa B
00JIaCTH CTAaHAapTH3AMHE JEKapCTREHHLIX CPeACTR (2 Jaca).

Tema 2.5. Ceprudukanys JiekapcTBEHHBIX CpeICTB (2 4aca).

Tema 2.6 [Topsinok 1ipoBeaeHus: cepTHQUKAIINA BETEPHHAPHEIX [Iperiapatos (24aca).

Tema 2.7. Texnonorug npousrocTBa OMoTIpenapatos (4 gaca).

Pazgen 3. [lopsaok peruerpanuu JeKapcTBEHHBIX CPeICTB IS sKUBOTHBLIX (10 wacos)

Tema 3.1. PazpaboTka, TOKIHHHYECKHE HCCIIE/I0BAHUS JIEKAPCTBEHHBIX CPE/CTB, a TaKiKe
KIMHWYECKHE HCCIICIOBAHus JICKAPCTBEHHBIX [PENapaToB AN BETEPHHAPHOIO [PHUMEHEHHS
(1 yac).

Tema 3.2. IllpasBmwia rocyJapCTBEHHOH pEerucTpanuy JIeKapCTBEHHBIX CPEJICTB  JUIS
JKABOTHBIX H KOPMOBBIX 100apox (1 gac).

Tema 3.3. lloaroToBka MAOKYMEHTOB O I'OCYAapCTBEHHOH PErHCTPAIMH JICKAPCTBEHHBIX
CPEJICTR JUISA JKMBOTHEIX M KOPMOBEIX mo6arok (1 1ac).

Tema 3.4. JlokymeHTanuss W Ipoliejypa MHMPHHATHS PEUICHHSA- O TOCYIApPCTBCHHOM
PETHCTPALIAH JIEKAPCTBEHHBIX CPENICTB JUIS KUBOTHBIX W KOPMOBEIX mobaBok (1 4ac).

Tema 3.5. Ouenka 0e3BpeIHOCTH BeTEpUHAPHEIX IIperapaToB (1 gac).

Tema 3.6. HopMaTHBHO-TEXHOJIOTHYECKAs] AOKYMEHTAlMs HO IIPHUIOTOBICHUIO JICKAPCTB!
TpeOoBaHHS K OQOPMIECHHIO HHCTPYKIIMH [0 MPHUMEHEHUIO JIEKAPCTBEHHOI'O CPEACTBA HIIH
KopMOBO#H mo0aBkn (2 waca).
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Tema 3.7. [larent Ha n306pererne. OOBEKTHI, CPOKH JICHCTBHS HCKIHOUHTENBHBIX TPaB Ha
n3obperenue. Jlocpounoe mpekpamienue JI€HCTBHs nareHTa. [IpaBo NpeXIeroNb30BaHHS.
3aluTa I1paB aBTOPOB K NaTeHToobanaresnei (2 yaca).

Tema 3.8. Cpencrsa nnausuayannsaiun. TosapHsie suakn. [IpaBo na Topapmbii 3HaK, ero
obmajatensb, BHAB TOBApHBIX 3HAKOB. OTBETCTBEHHOCTH 33 HE3AKOHHOE HCIO/IB30BAHNE
ToBapHOro 3Haka (1 gac).

Paszjen 4. Jlunensuposanme gesTenbHocTH B cdepe 06pamenus JeKapcTBEHABIX CPeICTB
Aast KUBOTHBIX (10 yacon) '

Tema 4.1 Ilopsamok JIMIEH3HPOBAHHS BETCPHHAPHBLIX AlTEYHBIX CETEH U PO3HHYHOM
TOPrOBIH JICKAPCTBEHHBIMH CPEICTBAMH, TIPEIHA3HAYEHHBIME TS JKHBOTHEIX (2 uaca).

Tema 4.2. Jlunensuposanue GpapmaneBTHIeCKOH AesTeapHOCTH (2 Uaca).

Tema 4.3. Tlopsgok JIMUCH3HPOBAHWS BETEPHHAPHBIX AlTCUHBIX CETEH M PO3HHUHON
TOPrOBITH JIEKAPCTBEHHBIMH CPCACTBAMM, Ipe/HA3HAYEHHBIMHE UL )KUBOTHERIX (4 yaca).

Tema 4.4. Tlopa10K rocy1apcTBEHHOH PETHCTPALMH H TTOCTAHOBKH HA y4eT FOPHIMYECKHX
JIAIL U MHAMBHIYAIBHBIX IIpeIIpuHUMaTestei (2 daca).

Pazpen 5. TocyaapcrBennblii BeTepHHADHBIH HAI30p 33 JCATENBLHOCTHIO B cdepe
o0palenus JIeKApCTBeHHBIX CPEACTB A5t KUBOTHBIX (10 wacon)

Tema 5.1. IlpaBoBble OCHOBBI TOCYAAaPCTBEHHOIO BETEPHMHAPHOTO Hamg3opa B PO «O
BeTCpHHAPHAY, [looKeHne 0 Tocy1apCcTBeHHOM BeTepunapuoM Hajaszope B Pd, Ilonoxenue o
DejiepalibHON C1y#0e 0 BETEPHHAPHOMY H (pUTOCAHHTAPHOMY Hajzopy) (2 uaca).

Tema 5.2. llonmmomounst desepanbHoil CyKObBI 10 BETCPUHAPHOMY H (DHTOCAHHTAPHOMY
HaJ30py W OPraHOB MCIOJHHUTE/IBLHOH BIAcTH CyObeKToB dejepamun 1o mamzopy B cdepe
oOpainenus ieKapcTBeHHEBIX cpects (1 yac).

Tema 5.3. Tpebosanusa OGezomacHocTH B cepe 0OpaIleHHs TEKAPCTBEHHLIX CPEICTB B
OHOJIOrHYECKHX [IPENapaToB, HCIOIB3YeMBIX B BeTepunapuu (1 4ac).

Tema 5.4. llopsytok OCYIIECTBIIEHHs I'OCYAApPCTBEHHOIO BETCPHHAPHOTO Haa30pa 3a
JEATENLHOCTBIO B chepe oOpalleH st JiekapeTBeHHBIX ¢peacts (1 gac).

Tema 5.5. 'ocy1apCTBEHHBIH BeTEpUHAPHBIN HAI30D 34 JIEKAPCTBEHHBIMU CPEACTBAMMU IS
JKHBOTHBIX, BBO3UMBIMH B PD 1 BLIBO3UMEIMHU 32 e¢ npesess (1 yac).

Tema 5.6. Berepunapubii KOHTPOJb HPOIYCKa 4Yepe3 rOCY/JApCTBEHHYIO TpaHuly Pd
(pu3HYECKUX JTHTL, TPAHCTIOPTHBIX CPEACTB, IPY30B, TOBAPOB H IKUBOTHBIX (2 yaca).

Tema 5.7. Ocuornble monoxkenus O3 «O 3amuTe MpaB OPHAMYECKHX JHI #
MHAUBHAYAILHBIX  [PEAIPHHUMATENEH [PH  [POBEJIEHHH TOCYAAPCTBEHHOIO  KOHTPOJIs
(Bajzopa)» (2 gaca).

Pazjen 6. OTBeTCTBEHHOCTD IOPHIHYECKHX H GH3HTIECKHX JIHIL 34 HAapyLIeHUs TpedoBaAHMIA
B c(epe o0palneHnst JIeKAPCTBEHHBIX CPEICTB A KuBOTHBIX (10 uacon)

Tema 6.1. [leficTBHe HOPM aIMMHHCTPATUBHOIO, YTOIOBHOTO [IpaBa B cdepe obparrnetus
JICKAPCTBEHHBIX CPEICTB ISl JKUBOTHBIX (6 4acoR).

Tema 6.2. Tlops)iok NMpUMEHEHHs aIMHHHCTPATHBHBIX B3BICKAHHE 3a OCYIIECTBICHHE
(papManeBTHYECKON IESTENbHOCTBIO JTMIIOM, HE HMEFOLIMM JIMLIEH3HIO (4 daca).
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3. Opranu3auHOHHO-MeJArOrHUYecKHe YCJIOBHS peajin3aiHi HporpamMmbl
3.1. KpanudukaHOHHBIH COCTAB MeJarorn4yecKnx Kajipos

HpeHO,H,aBaTEJIH H CIEIMAIUCTBIL, peaﬂmy}omne ﬂp’OI‘p&MMy, JOJIDKHBL MMETEH BBICIIIEE
o0pazopanue — BETEPHHAPHBIH Bpay (CIELHATHTET).

Ne o/t ]| ®.1.0. 3annmaceMast TOIKHOCTE, CTEIEHE, ITranosast
] _ YUEHOC 3BAHHE | HAarpy3Ka, gac
1 | Kproukosa EjicHa IIpogeccop kadeapsl, TOKTOpP 72
| Huxomaesna BETEPUHAPHBIX HAYK, HOLEHT

3.2. MaTepua/IbHO-TeXHHYECKHE YCJIOBHS peajH3allHi NMPOrpaMmMbl
Haumenosanue Kparkuii nepedeHb 0CHOBHOT0 060py10BaHUA
CeNNATH3HPOBAHHBIX AY/IHTOPHI,
Ka0HHETOB, JadopaTopHil e '
JlexMOHHAA ay THTOPHSA — KOMIBIOTEP, MYJIbTUMEAUNHBIA [IPOEKTOP, 3KPAaH;

— calT aneKTpoHHOTrO 00ydeHus, ivgsha.ru moodle;
— IaKeT HOPMATHBHO-TIPABOBLIX TOKYMEHTOB;
~ KOMILIEKT NpPe3eHTaH, QUIbMOB

3.3.YuedHo-mMeTOoAHYECKOE o0ecieYeHHe MPOTrPaMMBbI

OcHoBHast yaeOHas JIMTepaTypa, HeoOXoAuMAast ISl 0CBOEHHS MPOrPaAMMbI

1. Ilpuxas Muncensxoza P® ot 30.01.2009 N 35 "O mnoBbIIICHHH KBalH(pHKALMH
CIENHAIMCTOB B 0OnacTd BerepuHapuu” (BMecte ¢ "[IporpaMmoit 1OBBIIEHHS KBATH(HKAIIHH
CIEHATTHCTOB B 001acTH BeTepuHapuu "l [paBoBbie acrektsl hapMaleBTHYECKOH HesITeIbHOCTH,
OCYIIECTBIAEMOH  opraHu3alMiMd B cdepe  oOpalieHHs  JICKAPCTBEHHBIX  CPEICTB,
NpeaHazHaYeHHBIX [T JKHUBOTHRIX ).

2. @eupepanbubit zakon ot 13.07.2015 N 243-@3 (pem. ot 29.07.2018) "O BHeceHuu
u3MeHnenni B 3axon Poccniickoit @enepannu "O BereprHHapuu" W OTACIBHBIC 3aKOHO(ATEbHBIE
akTbl Poccniickoit @ejeparun”

3. 3axon P® or 14.05.1993 N 4979-1 (pen. ot 08.12.2020)

4. Depepanbubii 3akon Ne61 «O6 obpamieHnn nekapeTBeHHbIX cpeacTsy o1 24.04.2010

S5z @3 Poccuiickoit @enepannn ot 30.12.2001 Nel95 "Komexe Poccuiickoit Denepannun 06
AIMHHHCTPATHBHLIX lIpasoHapyiieHusx" o1 30.12.2001 N 195-@3 (pen. o1 24.02.2021).

6.  Ilocranonnenue l'occranmapra PD No 121 «O0 yreepxaennun [lonoxenns o Cucreme
cepTUUKALIMY TeKapPCTBEHHBIX Cpe/ICTBY 0T 2 jekadps 2002 1.

7. Ilpukas Muncensxo3a Poccunm ot 06.03.2018 N 101 (pex. or 05.06.2020) "O06
YTBEPKICHUH IPaBIII [IPOBEACHHS JOKIMHUYCCKOTO MCCIENOBAHNS JTEKAPCTBEHHOTO CPEACTBA
JUIsl BETEPUHAPHOTO NPUMEHEHHs, KIMHUYECKOI0 HCCICIOBAHHUS JICKAPCTBCHHOIO Iperapara
JUIS.  BETEPHHAPHOIO [PHUMEHEHHS, HCCIIeIOBAHUS OMODKBUBAICHTHOCTH JIEKAPCTBEHHOIO
Ipenapara 4Jisl BEeTCpHHAPHOTO MpUMeHeHHs "

8. "CoruailleHne 0 €/MHBIX [IPUHLHIIAX H [IPAaBHJIAX OOpAIlEeHHs JICKaPCTBEHHBIX CPEICTE B
pamkax Eppasutickoro skoHOMHUeCcKOro coio3za (3aksmouero B 1. Mockse 23.12.2014)

9.  Pemenue Copera Espasuiicko#t sxomoMuuecko# xommccuu or 03.11.2016 N 77 "O6
yreepxkaenun  IIpaBun  Haiexamied  IPOM3BOJICTBEHHOM — TPAKTHKH — EBpasHiickoro
SKOHOMHYECKOT0 co103a" :

10. IIpukas Munceasxoza PO or 10.10.2011 N 357 "O6 yreepwxaenun Ilopsixa
OCYIIECTBIICHHS MOHUTOPHHIA OE30IIACHOCTH JIEKAPCTBEHHBIX TIPENAPATOB [UIS BETEPUHAPHOIO
IIPUMEHEHHUA, PETHCTpalH IOOO0UHBIX JEHCTBUH, CEpPhEe3HBIX HEKEIATENbHBIX pEaKIIHi,
HETIPeIBUACHHBIX HEXKeIaTeIbHBIX PEAKIUH [IPH IPUMCHCHUH JCKaPCTBEHHBIX IIPenapaToB s
BETEPHHAPHOTO TPUMEHEHHS H [1PE/IOCTABICHHS HHPOpMaLu 00 sTom”
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11. Ilpuxas Poccenpxosuamzopa ot 13.06.2018 N 605 "O6 yreepxaenuu [lopssxa
OCYLIECTRIICHHS BLIOOPOUHOIO KOHTPOJISI KauecTBa JIEKApCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO
npuUMcHCHUs"

12.  TIpwkaz Muncensxo3za PO or 01.04.2005 N 48 (pex. ot 19.03.2010) "O0 yrBepikacHun
IIpaBui rocyIapeTBEHHOH perucTpaly JIeKapcTBEHHBIX CPEACTB AN KMBOTHBIX M KOPMOBBIX
nobaBok”

13. Ilpmkaz Muncemsxo3a Poccum ot 26.07.2017 N 366 "OO0 yTBepKIeHHU
AJMHHUCTpaTHBHOTO  pernamenta  DegepaibHoH  clIykO0Bl 110 BeTCpHHAPHOMY |
(GUTOCAHHTAPHOMY  HAA30py 1[I0  IIPEHOCTABJIEHHIO  IOCYHAPCTBEHHOH  YCIyIH IO
rOCYJApCTBEHHONW — pEerucTpalii  TeHHO-HHDKEHePHO-MOTU(GHUIHPOBAHHEIX  OPraHHW3MOB,
UCIIONB3YEMBIX IJIS POM3BOJCTBA KOPMOB M KODPMOBBIX [00daBOK JUIS KMBOTHBIX, TEHHO-
HH/KEHEPHO-MOJIM(PUIIHPOBAHHBIX ~ OPraHU3MOB,  MCHOJIB3YEMBIX  JUls  [IPOM3BOJCTBA
JICKapCTBEHHBIX CPEICTB /sl BETEPHHAPHOI'O IIPHMEHEHHS, a TakkKe KOPMOB H KOPMOBBIX
J00ABOK [Isl JKUBOTHBIX, TIOYUEHHBIX C TPUMEHEHHEM TeHHO-HHKeHEPHO-MOTH(HITHPOBAHHEBIX
OpPraHnKu3MOB HJIH COACPIKAIIMX TaKue OpraHHu3Mbl" :

14. TIpuxaz Munceasxoza Poceun or 30.06.2017 N 318 "O0 yrsepxaenuun Ilopsyika
npejcrasienus napopmanun B Denepaibiylo rocyapcTBEHHYI0 HHOPMAIHOHHYIO CHCTEMY B
001aCTH BETEPHHAPHH W TTOIYYeHns nHdopMannuy u3 Hee'

15.  Ilpuxaz Muncensxoza P@ or 04.02.2009 N 38 "O0 AAMHHHCTPATHBHOM perilaMeHTe
ucnosiHeHnss MuHcenbxo3oM Pocern rocynapcTBeHHONH (YHKIMH 10 BEACHHIO PEECTPOB B
obnacTu BeTepuHApHH"

16. Ilpuxaz Muncennxosza Poceun ot 09.06.2017 N 280 "O0 yrsepsneunu |lopsiixa Bencnus
rOCYIapCTBEHHOTO peecTpa JEKAPCTBEHHBIX CPEACTB /IS BETEPUHAPHOI'O IIPUMEHEH U

17. Tlocranornenue IlpaButensctea P® ot 22.12.2011 N 1081 (pem. or 28.11.2020) "O
JIMIIEH3HpOBaHUN  apmaneBTHUeckol  gesrenpHocTH”  (BmMecte ¢ "[lonoskeHmeM o
JUIIEH3UPOBAHHH PapMalleBTHISCKON e TeJIbHOCTH )

18. TTocramornenne [Tparutenserea PD ot 29.12.2020 N 2343 "O6 yreepsaenun [Ipasui
dopMHpOBAHUS W BEJCHHS peecTpa JIMICH3WH M THIOBOH (OPMBI BBITHCKH H3 peecTpa
JIANCH3IHH"

19. [Ilpuxaz Mumzapascornpassatus PO ot 06.06.2008 N 263n (pen. ot 20.08.2009) "06
YTBEPKICHUH METOJIMYECKUX YKa3aHHH [0 OCYIIECTBICHHIO OpraHaMH T'OCY/IapCTBEHHOM
BrIacTu cyosekToB Poccuiickolt Denepanun nepenadublx mosHoMouni Poccrlickolt @enepannu
IO JIHIEH3UPOBAHHIO (PapMALIeBTHUECKOH AeATeNbHOCTH"

20. @enepaibHbiil 3akoH or 04.05.2011 N 99-@3 (pex. or 31.07.2020) "O nulIeH3UPOBAHUH
OTAENBHBIX BHJIOB AeATeNBHOCTH"

21. Tllpukaz Muncenpxoza Poccun ot 01.03.2016 N 80 "OO6  yreepwieHHH
AnmMuHHCcTpaTtHBHOTO  persiamenta  @enepaiibHOR  ciaykObl 110 BETEpUHApHOMY |
GUTOCAHUTAPHOMY  HA[30py 110  TIPEAOCTABICHHIO  IOCYJAAPCTBEHHOW  yCIyrH 1o
JANEH3UPOBAHUIO (apMalleBTHYCCKOR AeqTe/IbHOCTH, OCyIIecTB/sieMol B cdepe obpatieHus
JIEKAPCTBEHHBIX CPE/CTB JUIS BETEPUHAPHOI'O IPUMEHEHNS "

22. [Ilpuxaz Poccenpxoznamopa ot 13.06.2018 N 605 "O6 yreepxuaenun [lopsika
OCYIIECTBICHUS BBIOOPOYHOIO KOHTPOIIS KauecTBa JIeKapCTBEHHBIX CPEICTB sl BETEPHHAPHOIO
IpHMEHEHHA"

23. [Ilpmxaz Muncensxoza Poccum ot 26.03.2013 N 149 (pes. or 30.12.2016) "OO
YTBEPKIEHHH AJIMHHUCTPATHBHOIO perjlaMeHTa ucnonHenus $Oepepanbuoit ciryxboi 1o
BETEPHHAPHOMY M (DUTOCAHHTAPHOMY HAI30PY FOCYHAPCTBEHHON QYHKIHH 110 OCYLIECTRICHHIO
(esepabHOTO TOCYIaPCTBEHHOTO Haa30opa B chepe oOpalleHHs JEeKapCTBEHHBIX CPEJCTB JUIs
BETEPUHAPHOTO TPUMEHEHUS"

24. @enepanbHblii 3akoH 0T 26.12.2008 N 294-33 (pex. ot 08.12.2020) "O: 3ammTe npas
IOPUIMYECKUX  JIMI W MHAMBUAYQIbHBIX — [PEANPHHHMATEICH ~ [IPH  OCYLIECTBIICHHH
FOCYIaPCTBEHHOIO KOHTPOJIS (HaA30pa) U MYHHMITHIIATBHOTO KOHTPOJIs"
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25. llocranosienne Ilpasurenscisa PO Ne453 «O6 yreepwienun llomoxkenus 00
UCII0JIb30BAaHWH HApKOTHYECKUX CPEJCTB M IICHUXOTPOIHBIX BEILECTB B BETCPHHAPHM» OT 3
ceHTa0ps 2004 r.

26. [llocranosnenne Ilpasutensctea PO NoedlS «0O0 yrepxaenuu [lomoxenns o
JIMLICH3UPOBAHKMH [IPOM3BOJCTBA JICKAPCTREHHBIX cpesicTB» oT 6 uiojg 2006 r.

27. [lloctanosienue npasureascTBa PO No 644 «O topsijike 1peicTaBienns CBeICHHH O
AEATeTHHOCTH, CBA3AHHON ¢ 060pOTOM HApKOTHYECKHX CPEICTB H IICHXOTPOIHLIX BEIIECTB, H
pErdcTpaluy Ollepaluil, CBA3aHHBIX ¢ 000POTOM HAPKOTHYCCKHX CPEJCTB, MCHXOTPOIHBIX
BEIECTB H UX NPeKypcopoB» oT 4 Hoadpa 2006 r.

28. [Ilocranosnenue llpasutensctsa P® ot 22.12.2011 N 1081 (pex. or 15.04.2013)
«O NUIEH3UPOBAHME (DAPMAEBTHYECKON nesTenbHocTHy oT 6 uonsg 2006 r.

29. [Ilocranosnenne llpasurensctea P® or 21.11.2011 N 957 (pex. or 23.09.2016) «O6
OpraHu3aIyy JTHIIEH3APOBATUA OTICILHEIX BHIOB JEATEIBHOCTHY

30. [llomoxkenue © NOPSAJKE OKCIEPTH3BI, HCHOBITAHHS W PETHCTPAlHH  BETEPHHAPHBIX
npenaparos B Poccuifckoit  @epepanuu, yTBepimaenHOe [ TaBHBIM - [OCYIAPCTBEHHBIM
BeTepPHUHAPHBIM HHCIEKTOPOM PD 3 okTsadpst 1995 1.

31. Tlpukaz Muncensxoza P® Nod48 «OO0 yreepwnmenun IlpaBui rocyaapersernoi
PErHCTPAIHK JIEKAPCTBEHHBIX CPEICTB JUIsl KMBOTHBIX H KOPMOBBIX J1004aBOK» 0T | ampers
2005 .

32, Ilpukas Muncensxosza P@ Ne 19 «O6 yTBepkaeHH# HOPs/Ka BbLIAYH, yUaeTa, TPOBEACHs
HHBCKIMH HAPKOTHYCCKUX CPEJCTB M IICMXOTPOIHBIX BEIIECTB B BeTepuHapuu» oT 18 (enpans
2005 1.

33. [Tlpukas Poccenbxosnamzopa  Noe55 «O  jumensupoBaHuH  (papMaleBTHYECKOH
JlearensnocTiy ot 1 anpens 2008 r. '

34.  ®epepanbhbibi 3akod Ne 171-D3 «O rocyaapcTBEHHOM pPETYIHPOBAHHH [TPOH3BOJICTBA H
o0opoTa 5THJIOBOIC CHHMPTA, AJIKOTOJIBHOM H CHHPTOCOAEPkKALICH MPOAYKIHMA» 0T 22 HOoAOps
1995T,

35, @cpepameHbiif  3akoH  Ne3-P3  «O  HapKOTHYECKHX CPEICTBAX M  [ICHXOTPOIHBIX
BermecTBaxy ot 8 auBaps 1998 r,

HonomnurenbHas yuedHas JJMTepaTypa, HeoOX0AMMAas LISl OCBOEHUS NIPOrPaAMMbI

1. Ortpacnesoii cranjapt OCT 42-510-98 «IIpaputa opraHu3aiuy IpoH3BOACTEA H
KOHTPOJIS Ka9ecTBa JIeKapcTBeHHBIX cpeacTB (GMP)», yrepikaeHusi nprukasom MuHsipasa
P® 1 Munskonomuks PO or 3 aekabpst 1999 r. Ne 432/512.

2. Oeaepanbubiii 3akoH No 184-D3 «O TexHmyeckoM peryiuposanuiy ot 27 gexabpg 2002 r.
3; "PykoBoscTBO 10 cOOMIOACHNIO 0643aTeNbHBIX TpeOOBaHHH B pAMKaX JIHIEH3HOHHOTO
KOHTPOJIA B chepe 000poTa JICKAPCTBEHHBIX CPEJICTB /IS BETEPHHAPHOTO MTPUMEHEeH " (YTB.
Poccenbxo3nanzopom)

4. 3axmouenue Munskonompassutus Poccun ot 21.05.2013 "OG akcriepTrse nprkasza
Muncenbxosa Pocenn ot 1 anpens 2005 r. N 48 "O0 yrsepxkaenun |IpaBui rocyaapctBennoi
PErHCTPALMH JIEKAPCTBEHHBIX CPEJCTB TS SKMBOTHBIX H KOPMOBBIX 100aBOK"

5. Pexomenmyembli KaaccH(UKATOP KIMHAKO-()APMAKOIOTHYECKHX TPYITI JIEKAPCTBEHHBIX
CPe/ICTB /ISl BETEPHHAPHOTO TPHMEHEHH.

Pecypenl cetn « HTEpHETY», HEOOXOAUMBbIE /111 OCBOEHHS IIPOrPAMMBbI
1. MudopmanmonHo-npaBoBoii  nopran  «['apant»  [smeKkTpoHHBIT  pecypc]:  Gasa
HOPMATHBHO-TIPABOBHIX TOKYMEHTOB — Pexxim goctyna: www.garant.ru.

2. Odunmansueiit  caifit  xomnmanwn  Komcymerantllmoc  [37eKTpoHHBIH — pecypc):
cripaBoYHas npasosas cuctema Koucymerantlliroc — Pexum goctyna: www consultant.ru.

3. Caiir 'Y HUM stmzemuonorun v MukpoOuosiorud umern H.@. [Namanen Pexnm
HOCTYIla: WWW.Q&HI&;C ‘a.ru
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4. Caiir MOCKOBCKOTO HAy4YHO-HCCIE/IOBATENTBCKHH WHCTHTYTA OJHOHJAEMHONOIHHA |
mukpobuonorun umenn [.H. ['aGpuueBckoro [smekTporHbli - pecype|.— Pexum foctyna:
www.eabrich.com.

5. Calit  «DlIeKTPOHHblE MEAMLMHCKHE KHHUTH» [3MeKTPOHHBIH pecypc]: Kartajor

JJIEKTPOHHBIX MEAUIIMHCKUX KHUI.— Pexxnm nocryna: www.anedliter.ru.
6. Caiir «4medic.ru» [21eKTpOHHEI pecypc|: MHGOPMANHOHHEIN [IOpTal [y BpaueH u
CTYHEeHTOB.— Pexrm noctyma: http:/www.4medic.ru/

7. DnexTponno-0HOIHOTEHHAs cHcTeMa M3JaTenbersa «Jlamy [snexTponnbit pecype].—
Pesxum pocryma: hitp://e.lanbook.com/. ;

8. Caiit nay4yno# anextpoHHON GuOmuorexn Elibrary.ru [siexTpormsmi pecype].~ Pesxum

noctyna: http://elibrary.ru/defaultx.asp

3.4. JkcnepTH3a peau3aliu MPOrpaMMbI
Cnymarens - notpebutenn obpazosaTeNbHON yCiyrd, lpomreinme obydeHHEe IO
IporpaMme, 3aroNHsIOT aHKETY, [JaBasg OKCIEPTHYIO OIEHKY IPOrpaMMbl [0 Cle[YIOUIHM
BOIIPOCAM:
1. OOwee coaepixanme Kypea ¢ TOUKH 3PEHHS TOTYICHHS:
— 3HAHHH;
—  YMEHNH;
~ MOBBIIIEHHE TPOMECCHOHAIBHBIX KOMIIETCHIIHH.
2. MarepHanbHO- TEXHHUYESCKOE OCHAIIICHHE!
— HarIsIHBIE CPEJICTBA O0YUCHHS;
~ nmabopatopHoe 000pya0BaAHHE;
—  J0CTYII K HH(POPMALHOHHEIM pecypcam;
—  y4cOHOC H METOINUECKOe O0eclIeucHue;
— [POKHBaHHE B OOIIEKUTHH,
—  OpraHu3aus MUTAHus B CTOJIOBOH.
Pexomennamum:
—  KaKHe TEMbl HaJI0 PACCMOTPETH J0IOIHUTE/ILHO;
—  KaKee TeMBbl HELEJIeCo00pa3sHo paccMaTpUBaTh B JaHHOM [IpOrpamMMe.

(WS

4. OHEHKA KAYECTBA OCBOEHUS ITPOI' PAMMBbI

4.1. OueHo4yHble cpeacTBa

B coorsercTsuu ¢ yacThio 14 ctaten 76 ®enepanshoro 3akona No273-03 ocsoenne HAI1I1
3aBepLIaCTCs MTOrOBOM arrecTanueld obyuarommxes B Qopme, onpejeiseMoil opranusalueit
CaMOCTOSTE/IBHO.

Ornenka KadecTBa OCBOCHHMS ITPOTPAMMBI (HTOTrOBas aTTeCTalus)) MPOBOJAUTCH BEIYIIHM
IperoaasareliemM JaHHON HporpaMMbl B (hopMe 3a9eTa B BHIIE JIEKTPOHHOTO TECTa.

Ipodeccronanrabre [Tokazarenu olleHUBaHUS Buabi
KOMIICTEHITHH i * KOHTPOJIbHBIX
3adaHHH
3 (OLEEHOUYHBIX
s : CpeacTB)
IK-1 3uarse: Hroroesiid Tect
3nanue TpeboBanud  dene- - @efepanbHEIH 3aKkoH oT 13 mions 2015 r. N 243-
PATBEHOIO  3aKOHOAATENBCTEA, @3 «O BHeCeHMHM H3MeHeHHMH B 3aKoH
NpedbABIsSEMbIX K aearcab- | Poccuiickol @enepaumu «OQ  BerepuHapvu» H |
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[Ipodeccronanbubie [TokazaTean OLEHHUBAHUS Buaei
KOMITETCHITHH KOHTPOIBHBIX
3a/1aHHH
(OLEHOUHBIX
CpeiCTR)

HOocTH B cdepe obpalteHus
JIEKapCTBEHHBIX CPEICTR AMd
KUBOTHBIX M YMEHHE WX TPH-
MeHeHHS

OTAE/BHBbIE 3aKOHOAATEe/IbHbIE aKThl-Poccuiickoi

Deeparmnm;

- Qenepanbhblid 3akon Ne 61 «O6 obpatieHun
nekapeTBeHHbIX cpeacts oT 12.04.2010»

- Tlpuka3z Muncensxoza Poccuu ot 15.04.2015 N
145 "O6 yreepxnaeHun [lpaeun  XpaHeHus
JEKAPCTBEHHBIX CPEACTB Ul BETEPHHAPHOTO
npuMeHeHus"

- Qemepanenbiii 3akon ot 08.01.1998 N 3-D3
(pea. ot 08.12.2020) "O HapKOTHYECKHX
CPeiCTBAX W ICHXOTPOIHBIX BelecTBax"

- Ipukas Muncensxosza PO or 18.02.2005 N 19
"O6 yreeprkacHum Ilopdanka Belmauw, yuera,
MPOBENEHHs HHBEKIIHH HAPKOTHUYECKUX CPENICTE M
[ICHXOTPOTNHbBIX BELIECTB B BeTepHHApHH"
~- Tlocranosnenne [lpasurensctsa PO or
03.09.2004 N 453 (pen. or 22.08.2016) "O6
yreepaaeHnn [lonomenus o0 ucnosnbzoBanum
HAPKOTHYECKMX  CPEACTB M [CHXOTPOIHBIX
BELLECTB B BeTepHHApHH"

VYmerh:

MpUMeHATE B cepe 00palleHHs JIeKapCTBEHHBIX
CPelCTB Ul KMBOTHBIX TpeboBanHWd denepasis-
HOTO 3aKOHOJATENECTBRA -

Hroroesii TecT

ITK-2

3nanue ['ocynaperseHHo
CHCTEMBI KOHTPOITH Ka4yecTsa,
spdexrusHOCTH 1 Hesonac-
HOCTH JIEKAPCTBEHHBIX
cpencts. Cepruduranuu
JNEeKapCTBEHHBIX CPEICTB

3HaTh:

- llocranoenenne Toccranmapra PO or
02.12.2002 N121 "O6 yreepxaennn [Monoxenus
o CHcreme cepTHOHKAUMKA  JIEKAPCTBECHHbIX
cpencte"

- ITpukas Muncensxo3a Pocenn ot 06.03.2018
NIO1 (pea. or 05.06.2020) "OG yTRepMAcHHH
TIpaBHI [MPOBEHAEHHUA JOKJIUHHYECKOro
HCCIIeIoBaHA  JIEKAPCTBEHHOrO CpeicTBa  Juig
BETEPHHAPHOIO  NPUMEHEHHs,  KJIMHHUYECKOro
MCCIIEJIOBAHMS JIGKAPCTBEHHOIO [Mpernapara s
BETEPHHAPHOTO  MMPHUMEHEHHsS,  HCCIIE/IOBAHMS
OHOIKBHBAJICHTHOCTH JIEKAPCTBCHHOTO [Iperapara
JULSL BETEPUHAPHOIO npUMeHeHus"

"CornamieHne 0  ©/IMHbIX  TNPUHLIKAIAX M

IpaBriIax oDpaLleHHs TeKapCTBEHHBIX CPENICTR B
pamkax EBpasHHCKOro 3kOHOMMYECKOro corosa'
(3axmtouecHo B 1. Mockee 23.12.2014)
- Pemernme Cosera Erpasuidckoil 3KOHOMHYECKOH
komucenu ot 03.11.2016 N 77 "O0 yreepicacHun
Ilpaswi HaJyIexKalleh MPOH3BOACTBEHHOMH
MPaKTHKH EBpazmiickoro  3KOHOMHYECKOTO
coroza"

— - Tlpuxaz Poccesbxozuanzopa ot 13.06.2018 N

605 "OG yreepakaenuu [lopsiika 0CyLIeCTBICHHS
BBIGOPOYHOIO KOHTpOJIs1 KavyecTsa

_NIEKAPCTBEHHBIX  CPEJCTB  [UIS  BETEPHHAPHOIO

Hrorossrii TecT
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[Tpodheccuonansunie IToxazaremu oleHHBAHUS Buor

KOMITeTeHI[HH KOHTPOIBHBIX

3afaHuii
(OUEHOUHBIX
; CpeJCTB)
npuMeHeHHs"
Ymern: Hrorosslii TecTt
MPABUIILHO MOABL30BATHCS HHbOpMAaIMe
HpejcTaBIeHHol B cepTHdUKaTaX Ha JIGKAPCTBEH-

: HbIE CPEACTBA ; o
IIK-3 3HaThb: Hrorosblii Tect
3HaHue MopaaKa perucTpaLvmr - Tlpukaz Muncensxo3za PO Ne 48 «0O6
JIEKAPCTREHHBIX CPEACTB /IS | YTBEPIKACHHH [Tpagwmn roCYIapecTBEHHON

JKHUBOTHBIX

perucTpaluuy  JIeKapCTBEHHBIX  CPeACTBE s
JKUBOTHEIX M KOPMOBBIX A00arok» oT 1 arpeis
2005 .

- Ipukasz Muncensxo3a Poceun ot 26.07.2017 N
366 "OO yrBepAeHMH AJIMHHHCTPATHBHOIO
periamMeHTa DenepanbHoit CITYKOBI 1o
BETEPHHAPHOMY W (PUTOCAHUTAPHOMY HAAZ0PY TO
[PEeJOCTAB/ICHHIO TOCYIAPCTBEHHON YCIYyTH 110
rocyJ1apcTReHHOH pervcTpanH TreHHO-
WHXKEHEPHO-MOIM(ULIMPOBAHHBIX  OPTAHU3MOB,
HCIOJIB3YEeMBIX JUIA  TIPOMBBOJICTBA KOPMOB H
KOPMOBBIX J00ABOK [Tl KHBOTHEIX, TE€HHO-
HHKEHEPHO-MOAH(DUIIMPOBAHHBIX  OPraHH3MOB,
HCITOJB3YEeMBIX 51 MPOH3BOACTBA
JISKAPCTBEHHBIX CPEACTB I8 BETECPHHAPHOIO
NPHUMEHEHHs, 4 TAKKE KOPMOB H KOPMOBBIX
no6aBoK ST KMBOTHBIX,  [OMYYEHHBIX
MPHMEHEHHEM r¢HHO-MHIKCHEPHO-
MOIADHLIHPOBAHHEIX OpraHu3MOB HITH
CO/ZIepIKalIMX TaKHe OpraHH3msb!”

- Ilprkas Muncensxosa Poccun ot 30.06.2017 N |

318 "O6 yreepaernn [lopsaka npencrasieHus
unpopmanrn B DefepalbHy0 FOCYIAPCTBEHHY O
uHdopMalMOHHYIO  cucTeMy B 00JlacTH
BETEPHHAPHUH W [TOJIyHeHHs HH(DOPMALIHH H3 Hee

- [Ipukaz Muncensxoza PO or 04.02.2009 N 38
"06 AJIMUHHCTPATHBHOM peryiamMeHTe
HCITOJTHEHHsI MuHcenbXo30M Pocenn
FOCYAApCTBEHHOH  QYHKUMH [0  BEACHHUIO
peecTpoB B 001aCTH BETEpHHAPHH

- Ipukaz Muucenbxoza Poccnu ot 09.06.2017
N 280 "O6 yreepixacHuu Ilopsnxa eaeHws
rocyaapcTBEHHONO  peecTpa  JIeKapcTBEHHBIX
CPENCTB AJIsl BETCPHHAPHOIO IPHMEHEHHUs "

Ymerb:

coOupare WHQOPMALMIO W MAKET NOKYMEHTOB, "

H306XO,£[HMIJIX AJIs1 pEruCTpalry JICKApCTBECHHBIX
CPEACTB Il 3 KUBOTHBIX

Hrorosbiii Tect

K-4

3nate:

- MepepasibHblii 3akoH Ne6l «O6  obpauenun

Hrorossrii Tect
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[Tpodeccuonanninie [Tokazarenu oleHUBAHMA Buasr
KOMIICTEHIIHH KOHTPOIBHBIX
3a4aHuH
(OLEHOUHBIX
: R . s = . : sl Cpe/cTB)
3HaHHe H yMeHHe | JlekapcTBReHHbIX cpeacTe» oT 12.04.2010

BBIMTOJTHEHHS
JIMLEH3UPOBaHHUA
aeATensHocTH B cdepe
o0palleHus  JIeKAPCTBEHHBIX
CpeacTB AN JKHBOTHBIX.

- MepepanbHeld 3akon o1 04.05.2011 N 99-@3
(pen. or 31.07.2020) "O nMUeH3UPOBAHUH
OTAENbLHBIX BUIOB JeATeILHOCTH"

- llocramwoenenne  [lpaButenscrea PO ot
22122011 N 1081 (pea. or 28.11.2020) "O
JMLEH3UPOBAHHUH thapmalieBTHUECKOH
JeATebHOCTH" "TlonokerreM o
JHLEH3HPOBAHHH (hapmaleBTHUSCKOH
aesrenbHocTH')

- locranoenenne  Ilpasuresscrea PO ot
29.12.2020 N 2343 "O6 yrteepsknenun [lpaemn
(OPMHPOBAHMA W BEACHMs peectpa JIMLUEH3HH U
TUNOBOH (hOPMBI BBITTUCKH M3 peecTpa JINIeH3HI"

- Ipukas Muncenbxosa Poccun ot 01.03.2016 N 80
"06 YTBEPIKIEHHH AJIMHHHCTPATHBHOTO
perjlamenTa DesiepanbHOM ClIyKObI o
BETEPHHADHOMY H (PHTOCAHMTApHOMY HaA30pY [0
PEAOCTABICHHID TOCYNAPCTBEHHOH YCAYrH Mo
JHLEH3UPOBAHHIO (hapMaLeBTHYECKOH
JedrellbHOCTH,  ocyluecTBisieMoli B cdepe
ofpaleHnst ~ NEeKapcTBeHHBIX  CPEACTB  A71d
BETEPHHAPHOrO NPHMEHEHHS"

(BMecTe ¢

Ymerh:
[IpenocrapnsTe
MIPEYCMOTPEHHBIX
JULEH3HPOBAHHH
JeATIBHOCTH

naker JOKYMEHTOR
TNOJIOJKEHHEM 0
(hapManeBTHYECKOH

Hroroseiit Tect

IK-5

3Hanue M ucroaHenue Tpebo-
BaHHI rocyJapcTBEHHOI 0
Hajazopa B chepe obparueHus
JIEKAPCTBEHHBIX CPEICTB 1A
’KMBOTHBIX

3narhk:
- Oenepanbhblil 3aKoH Ne61-D3 «O6 obpareHun
JIeKapcTBeHHBIX cpeacTey ot 12.04.2010;
- Bakon PO ot 14.05.1993 N 4979-1 (pen. or
08.12.2020) "O seTepunapun”
- Ilocranosnenue Ilpasuressersa PO or
30.06.2004 N 327 (pea. or 04.02.2021) "O6
yreepskaeHnn  [lonokenns o  @DejepaibHoi
cilyx6e 110 BETEPHHAPHOMY H (PHTOCAHUTAPHOMY
Hanzopy"

- Ilpukas Muncensxosa P® or 10.10.2011 N 357 |

"06 yreepxueHun Ilopsaka  ocyluecTBICHUs
MOHHTOpHHTa  0E30MacHOCTH  JIEKAPCTBEHHBIX
n‘p‘enap-aTOB 1A BETCPHHAPHOTO HPHMCHCHHH,
perucTpalni nobOYHBIX JIEHCTBHH, CEepBE3HBIX
HEXKENATENIbHBIX  PeaKLUHH,  HerpeaBHIeHHBIX
HEKENATENbHBIX  PEAKUMi  [PH  [PHMEHEHHH
JIEKAPCTBEHHBIX [pernapaToB AJis BETEPHHAPHOTO
NMpUMEHEHHs W NPEAOCTaBICHHA WHpOpMaHE 00
aToM" :
- Tlpukaz Poccenbxosnagzopa ot 13.06.2018 N
605 "O6 yreepwaenun [lopsnka ocyiecTBiIeHHs
BBIOOPOUHOIO KOHTPOJIsl KavecTsa

Hroroserit Tect
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[Ipodeccuonanbnbie lokasarenu oueHusanus Buast
KOMIIETEHIIHH | KOHTPOJIbHBIX
3aJaHum
(OUCHOYHBIX
CpE/ICTR)

JIEKAPCTBEHHBIX CPEACTB U BETEPUHAPHOID

npuMeHeHus"

- QeaepanbHbii 3akoH 0T 26.12.2008 N 294-®3
(pen. or 08.122020) "O sawmre mnpae
OPHAUYECKHX T H HHAHBHTYAIBHBIX
npearpuHUMaTeseH pH OCYILIECTBICHNH
FOCYHAPCTBEHHOTO  KOHTposia  (Ham3opa) W
MYHHUMIIAIBHOMO KOHTponsa" (¢ W3M. W JoI.,
Beryn. B cHay ¢ 01.03.2021) : :
YMern: Hroroeelii Teer
HCIOJHATE TpeDOoBaHs 3aKOHOZATeNbCTBA B cdepe
obpainenus JEKapCTBEHHBIX  CPEIACTB A
FKABOTHBIX

IK-6 3uare: HTOoTOBBIH TECT

3uarue Poccuiickoro sakono- | Koseke PO Ne 195-®03 «O6 aaAMHMHHCTpaTHBHBIX
AAaTesIbCTBa  OMPEACAIOUIErO | NPaBOHAPYLUEHHAX) or.30 neka6p51 2001 r.

o0pamenHs JIEKAPCTBEHHbBIX Poccuiickim 3akoHOAaTE/bCTRBOM
CPEICTB JJId JKHBOTHBIX

| OTBETCTBEHHOCTL IOPUANYEC- | YMETh: Hroroestii Tect
KHX JIML M (DM3MYECKMX JIML | BBICTPAWBaTh OTHOLICHHS B cdepe obpalleHHs je-
3a  HapyuwieHuss B chepe | KAPCTBEHHBIX — CPEACTB B COOTBETCTBHH ¢

IIpumep Tecta. Bapuaar 1!

L.

(98]

Ha xaxue BHIBI AeATENBHOCTH TPeOYETCH JIMLICH3NS
a. (hapMmalleBTHYECKAS e TEILHOCTD;+
b. IpPOM3BOACTBO JIEKAPCTBEHHBIX [IPENAPATOB;+
C. BeTepHHApPHAas JIeSITeTbHOCTS.

DapmaleBTHIeCKas IeATENbHOCTE JIMIEH3HPYETCA COTIACHO:
a. IOJIOXKEHHS! O JIMIEH3UPOBAHKUH (hapMalleBTHUECKON JeATebHOCTH; +
b. mpHKasa o JHIEH3HPOBAHUY (DAPMALIEBTHUECKON JCSITTBHOCTH,
C. 3aKOHa O JHIEH3HPOBAHNH (papMalleBTHUCCKON JeaTeIbHOCTH.

[ocyapcTBeHHBIil KOHTPONL TIPH OGpAlleHUN JIEKAPCTBEHHBIX CPE/ICTH OCYIILeCTRI/ISIETCS
[TOCPEJICTBOM:
. IIPOBECHHUA MPOBEPOK COOIIOICHHS JIMIIEH3HOHHBIX TPeOOBAHUH H YCIOBHIT+;
b. JHUEH3MPOBAHMA MPOH3BOICTBA JIEKAPCTBEHHEIX CPEJICTB H papmaLeBTHYCCKON
JEHTENBHOCTH,
C. KOHTPOIIS Ka4ecTBa IEKAPCTBECHHBIX CPECTB ITPH IPasKIaHCKOM 000poTe;
d. OpHHATHA COOTBETCTBYIOIIMX HOPMATHBHBIX AKTOB.

CyIIeCTBYET JM pasimudHe MeXLy JeKapCTREHHBIMH CpelicTRaMK I 4eIOBEKa
H KHBOTHBIX?

4. HerT;

b. gat.

' TIpaBHTBHbIH OTBET OTMEYEH SHAKOM +
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Ha riepBuHyt0 yIakOBKY M BTOPHUYHYIO (MOTPEOUTENBCKYH0) YIAKOBKY JIEKApPCTBEHHBIX
CPEICTB U BETEPUHAPHOTO [I[PHMEHEHU JTOJKHA HAHOCHTECS HAAIKCE:

a. Il BeTEPHHAPHOTO IIPAMEHCHHAT;
b. 9 KITHHAYSCKOTO HCCIEL0BAHUSL,
C. JUId HapYKHOTO ITPHUMECHEHHS.

JlekapcTBeHHbIE Cpe/ICTBA — 3TO

a.

BCIICCTBA MM WX KOMOMHAIMH, BCTYHAIOIINE B KOHTAKT C OPraHU3MOM 4YeJIOBEKA WIIH
JKHBOTHOTO, MPOHHUKAIOIIME B OPraHbl, TKAaHW OPraHu3Ma uejIOBEKAa MIIH KHBOTHOIO,
LPUMEHAEMBIE Ul NPOQHIAKTHKH, JHACHOCTHKH (32 HCKJIIOYEHHEM BEIIECTB MM WX
KOMOHMHALMH, He KOHTAKTUPYIOMMX ¢ OPraHH3MOM YENOBEKA HITH KHBOTHOTO), JCUCHHS
3aboseBanis, pealHIHTAlMK, A7 COXPAHEHUs, HPEJOTBPALICHHS HIH [PEphIBAHHS
OepeMEHHOCTH U TTOTyYEeHHBIE M3 KPOBH, [LIa3MEL KPOBH, H3 OPTAHOB, TKAHEH OpraHu3Ma
YENOBEKA HIIM JKMBOTHOIO, pacTeHHH, MMHEpaIoB METOAAMH CHHTE3a MM C
[IpUMeHneHreM ONOJIOTHYeCKHX TeXHOJIOTHI+;

BCIIECTBA HITH WX KOMOWHALMH, [IPUMEHSIEMBIC UL MPOGUIAKTHKH, THATHOCTHKH (3a
HCKIIFOUCHUEM BEINECTB HIH HMX KOMOMHALMH, HE KOHTAKTHPYIONIMX C OpraHH3MOM
YeSIOBCKA WM YKHBOTHOIO), JEUeHHs 3a0oneBamus, pealHIIHTAIMH, JUlid COXPAHEHMS,
NPEIOTBPAIICHHS HIIM [PEphIBanks OCPEMEHHOCTH W IOJYUYCHHBIE U3 KPOBH, ILTA3MEI
KPOBH, H3 OpratHoB, TKaHel OpraHusMa 4eja0BeKa MK KMBOTHOTO, PACTEHUH, MHHEPATIOB
MCTOaMH CHHTE3a HITH ¢ IIPHUMEHeHHEM OHONOIHYECKHX TEXHOIOTHH;

BELIECTBA WIIM MX KOMOHHAIIMH, I[pPUMEHSEMbIe Ul NPOQMIAKTHKH, IHATHOCTHKH,
seueHust  3abofieBanus, peaOHMMHTAIMH, /Ul COXPAHCHHS, [PEeAOTBpallleHus HIIH
IpepelBaHus OepeMEeHHOCTH.

K JICKAPCTBCHHBIM CPEACTBAM OTHOCATCH:

a. (apmaleBTHUECKHE CYOCTAHIHH,
b. JexapcrTBeHHBIE MTperapaThit;
¢. TabJleTKH.

DapmareBTHYECKHE CyOCTaHITNH, TO!

a. ICKapCTBEHHBIE CpeACTBA B BHJAE JEHCTBYIOMIMX BEIIECTB OHONOIMYECKOTD,
OHOTEXHOJIOTHYECKOr0, MHHEPAIBHOIO WM  XHMHYECKOTO  [POHCXOKIEHHS,

obnajaromme  GapMaKoNOrHYECKOH — aKTHBHOCTBIO,  NpeJHA3HAYeHHBIE U1
IPOU3BOJICTBA, M3TOTOBJICHHUS JCKAPCTBEHHBIX MpPENApaToB W OUPEIe/sIoNme Hx
5> HEKTHBHOCTE

b. nexapcrsenHble CpeACcTBa, INPENHAZHAYCHHBIE Uil TPOM3BOACTBA, H3COTOBJICHUS
JIEKAPCTBEHHBIX NIPENapaToR U ONpeaelistoniue uxX 3 pPpekTHBHOCTE;
C. BCLICCTBA IS KIMHAIECKOT0 HCC/IELOBAHMS

JlexapcTBEHHBIE Iperaparhl:

a. JIEKapCTBEHHBIE CPEJICTBA B BHJE JIGKAPCTBEHHBIX (OpPM, [PUMEHSEMBIE LS
HPOMUIAKTHKH, JHArHOCTUKM, JIeUeHHs 3a0osieBaHus, peabuIUTALuu, s
COXPAHEHH, IIPEIOTBPAIIEHHs HJIH [IPEPhIBAHUS OEPEMEHHOCTHF;

b. mexapcTeeHHEIE cpeacTBa Ul JicueHHsT  3ab0JeBaHHA, . AAd  COXPAHEHUS,
IPEAOTBPALIEHHS WK NPCPLIBAIHA GEPEMEHHOCTH. :

10. Jlekapcrsernas gopma — 510:

d. COCTOSHHC JICKAPCTBEHHOTO IIperiapara, COOTBCTCTBYIOILIEC CHOCO6HM Cro BBCIACHHS
W IpUMEHEHMs U obecrmeunBaromiee JOCTHKEHHE HEOOXOAMMOTO JedeOHoro
addexrat;
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b. pacdacoBanHO€ TEKAPCTBEHHOE CPEICTBO;
c. ynoOHas a1 xpaneHnue Gopma.

11. KatiecTBO 1eKAPCTBEHHOIO CPEICTBA:

4. COOTBETCTBHE JIEKAPCTBEHHOTO cpeacTBa TpeboBaHusAM (apMakoleHHOW CTaThH,
aubo B caydae ee OTCYTCTBHS HOPMATHBHON AOKYMCHTAIMH HIH HOPMATHBHOTO
JOKyMEHTaT,

b. He BCKpbiTas YIIaKOBKA JIEKAPCTBEHHOTO CPENCTRA;

c. Tpom3BejaeHHoe B PO.

12. BezonacHOCTE JEKapCTBEHHOIO CPEICTBA!
a. XapakTepHCTHKA JICKAPCTBEHHOTO CPEJICTRA, OCHOBAHHASN Ha CPABHHTE/ILHOM aHAIU3C
ero 2>GHEKTUBHOCTH W PUCKA MPUYHHEHUS BPe/a 30POBbIO+;
b. OTCYTCTBUE B TEKAPCTBEHHOM CPECTBE MOCTOPOHHHX BEIECTB;
C. He BCKpbITas yIIAaKOBKA U HE HapyIICHHBIH PEKUM XPaHCHHUS.

13. DdexTuBHOCTE JIEKAPCTREHHOTO ITperapara:

4. XapaKTEepPHCTHKA CTEIEHH [TOI0KUTEIIBHOIO BIMSIHHMS JISKAPCTBEHHOTO TIpetiapaTa Ha
TCUCHHWE, IPOHOJDKUTENBHOCTE  3a00JICBaHHUS  HJIH  €ro  [peioTBparicHue,
peabuiaMTanMioo,  HAa  COXpaHeHHe,  HPEJOTBpALCHHE  HIH  IPEPhIBAHKC
OepeMEHHOCTH

b. OBICTpoe ycTpaHEHHE CHMIITOMOB OOJIE3HH;

C. XApaKTEePHCTHKA CTENEeHH IIOI0KHTCIBHOTO BIHAHHA JISKapCTBCHHOIO IIperapara Ha
TeueHne 3ab0JIeBaHHUs.

14. Cepust JIeKapCTBEHHOIO CpeJICTBa —
a. KO/IMYeCTBO JIEKAPCTBEHHOI'O CPEICTBA, MPOM3BEAECHHOE B PE3YILTATE OJHOIO
TEXHOJOTHYECKOT0 ITHKJIA eT0 MTPOU3BONTeNIeMt;
b. crenMalbHBI HOMEP OLPEACICHI JICKAPCTBEHHOIO CPEICTRA,;
C. perucTpalMOHHBIH HOMep JIEKapCTBEHHOT O [Iperapara.

15. PerucTpatiOHHBIH HOMED JIEKapPCTBEHHOTO CPEJICTRA —
a. KojoBoe 0003HaueHHe, [IPHCBOECHHOE JIEKAPCTBEHHOMY I[Ipenapary MpH ero
roCyIapCTBEHHOH perucTpaluu-+;
b. TIOPAIKOBEIH HOMEp B TOCYAaPCTBEHHOM PEECTpe JIEKAPCTBEHHEBIX CPEACTB;
C. HOMep, [0 KOTOPBIM JCKApCTBEHHOE CPEACTBO IPOXOIUIIO UCIIBITAHUSI.

16. PerucrpauioHHoe yIOCTOBEPEHHE JIEKAapCTBEHHOIO CPe/IcTBa -
a. JIOKYMEHT, NOJITBEPKIAIOIIHE (akT rocy1apcTBEHHON perucTpaliy JeKapCcTBEHHOIO
npemnaparat;
b. M0KyMeHT, colepKalliuil HHYOPMALUIO O JIEKAPCTBEHHOM CPE/ICTBRE;
C. JIOKYMEHT, [IO/ITBEPAAtOIHIA Oe3011aCHOCTE JIEKAPCTREHHOIO CPEe/ICTRA.

17. QanscupHIUPOBaHHOE JIEKapCTBEHHOE CPEACTBO — 3TO
a. JICKApCTBEHHOE CPEICTBO, CONPOBONIIAEMOE JIOKHOH HH(POPMAIHEH O €ro cocrase u
(MnK) IpoON3BOAUTENET; '
JIEKapCTBEHHOE CPEJCTBO, IIPOH3BeAeHHOE Oe3 JHLEH3UH Ha IIPOH3BO/ICTRO;
C. IIPOM3BEUCHHOE ¢ HAPYLICHHEM [TATEHTHOTO 3aKOHOAATE/ILCTHA.

18. KontpadakrHoe JekapcTBEHHOE CPENCTBO — ITO
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JICKApPCTBEHHOC CPEACTBO, HAaXOAMIEecs B 000pOTE ¢ HapyUICHWEM TPaKIAHCKOIO
3aK0HOIATeNIECTBAT

3ape3eHHoe 0e3 paspenienns TaAMOKHH;

IIPOU3BEIEHHOE B HEH3BECTHOM MECTE.

19. Pazpaborka nekapcTBEHHBIX CPEJICTB BKIFOYACT:

a.

HOMCK HOBBIX (PapMAKOJIOTHUECKH AKTHBHEIX BEIICCTB, MOCIEAYIOIUIEE H3YUCHHE X
JICKAPCTBEHHBIX CBOMCTB, HOKJIMHHYECKHE HCCICHOBAHUS, pa3paboTKy TEeXHOIOTHIH
TIPOM3BO/CTRA (hapMALEBTHIECKHX CYOCTaHIIMH, pa3paboTKy COCTABOB H TEXHOJIOT M
LIPOK3BO/ICTEA JIEKAPCTBEHHBIX ITPEIIapaToBt; :
IIOMCK HOBBIX (DAPMAaKOJIOTHUECKH AKTHBHBIX BEINCCTB HOCIEAYIOIee H3VUSHHE HX
JIEKaApPCTBEHHBIX CBOfICTB;

ITOUCK HOBBIX (bapMaKOHOTHT-ISCKH AKTHBHBIX BEIIECTB, IIOCICAYIOIICE H3YVUCHHE HX
JIEKAPCTBEHHBIX CBOMCTB, JIOKIMHHYECKHE HCCIEIOBAaHUS, pazpaboTKy TeXHOIOrHH
[IPOU3BOACTBEA (PapMaLleBTHUCCKUX CYOCTAHIIHH.

20. Knuaideckne uecTeIOBaHMS TEKAPCTBEHHBIX TIPEHAPATOB [Tl BETEPHHAPHOTO TPHMEHCHILS
NPOBOIATCA B BETEPHHAPHBIX OpraHu3alUsIX W B OpraHd3aldax, OCYIIECTBIISIOIINX
pasBEACHHUE, BRIPAIIAUBAHUE W COJICPKAHHUE KUBOTHBIX, B LICIIIX:

a.

b.

[UIA  YCTAHOBIICHMS [HPEUMYINECTB JIAaHHOTO TperapaTra. 1[I0  OTHOIIEHHIO K
HAMEIOTITMCS; _

YCTAHOBJICHHS  MEPEHOCHMOCTH  JIEKAPCTBEHHBIX  I[IPENAparoB  3J0POBBLIME
HKUBOTHBIMH T,

1101600pa ONTUMAIBHEIX JO3HPOBOK JICKAPCTBEHHBIX 1IPENAPaTOR H Kypea JICUCHHS HA
KOHKPETHOMH TPYIITie ’KHBOTHBIX ¢ OLPEACICHHBIM 3a00/ICBAHHEM;

ycTaHoBjieHHs Oe3omacHOCTH M 3()(EeKTHMBHOCTH JIEKAPCTBEHHOIO IIpenapard,
[PEIHA3HAYCHHOrO JJIS JICUEHMS OTIpeeleHHEBIX 3a00leBaHni KMBOTHBIX, WIIH
3G QEeKTHBHOCTH JIEKAPCTBEHHOTO Mperapara JUis TpoMHIakTHKH —3aboleBanmii
3/I0POBBIX KUBOTHBIX.

IIpuMepHLIi coctas Danka BOIIPOCOB JUIS TecTa

1. OcHOBHBIE 3a/Ia4H IOCy/lapeTBRa:

a.
b.
o3
d.

+3alnuTa KU3HH 1 0C30MACHOCTH JIIOEH;
+3amura Ku3HE H 0€30IIaCHOCTH JKHUBOTHBIX
+CoxpaHeHne OKpYKaroIei cpejibl;
Opragu3anysa TYPHCTHISCKUX TT0E3/0K.

2. TocynaperBo KOHTPONUPYET MEATENBHOCTh, OT KOTOPOH 34BHCHT KH3HbL M 0€301acHOCTD
JHOJEH M JKMBOTHBIX, & TAK)KE BO3JIEHCTBHE HA OKPYKAIOUIYIO CPEIy IIYTEM:

a.
b
¢
d.

(')

+JIuneH3upoRaHus;

+CepTudurannu;

Brigauu narenra;

Beliaun cBuaetenseTRa HA H300peTeHME.

Ha kaxue BHUABI ICATCIBHOCTH TpeﬁyeTCH JIUIICH3 M
d.
b.
C.

+@apMalleBTuYecKas 1esTeTbHOCTb;
+11pOn3BOACTBO JEKAPCTBEHHBIX [IPEIIapaTos;
Berepunapuas 1eATeNsHOCTS.

4. @apmareBTHYECKas AATETLHOCTh JHICH3UPYETCS COTTIACHO:
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a. +llonoxkeHns 0 MMLEH3NPOBAHNAN (aPMALIEBTHICCKONH /e TeIBHOCTH,
b. MHCTpyKIMM 0 THIIEH3HpOBaHHH (HApPMALEBTHIECKO MeATENBHOCTH]:
¢. +3aKOoHa O JIMIEH3HPOBAHHE (hapMalleBTHIECKO IeATe/IbHOCTH;

HopmaTHBHBIC JIOKYMEHTBI 1Pe/lyCMATPHBAIOT [IOCTPOEHHE OTHOLICHHH  BOSHHKAIONIHX B
chepe oOpalleHust TeKapCTBEHHBIX CPEICTE H CO3IAIOT HPaBOBYIO OCHOBY [l O0CCIEUeHHS
besomacHOCTH:

a. TIKH3HH U 310POBBS YeI0BEKa;

b. KM3HU H 370POBBS JKUBOTHBIX;

C. TOKPYXKAloUIEH CpeJipl;

d. +npesynpeskneHus IeHCTBHH, BROMLIAX B 3a01yiICHHE IPHOOpeTaTe ek,

l'ocysapcrBernblit KONTPO/ib Tpn OOPALLCHAH JEKAPCTBEHIEIX CPEACTE OCYIIECTRIAETCS
IOCPEICTBOM:
a. T IPOBEJIEHHS IIPOBEPOK COOIIOACHHUS JIMIICH3HOHHBIX TPeOOBARMIT 1 yCIIOBHIL;
b. +iMIEeH3MpOBAHEA NPOM3BOACTBA JICKAPCTBEHHBIX CPEUCTB H (hapMaleBTHIeCKOH
JeSTeILHOCTH,
C. TKOHTPOJIA KaueCcTBa TeKAPCTBEHHBIX CPEJICTB IIPH IPaXIaHcKoM 060poTe.

TloBplenre KBATM(UKAIHE BeTEPHHAPHBIX CIELHAIHCTOB 3aHATBIX B cepe obparntenus
JICKApCTBEHHBIX ~ CPCACTB  MPEAHA3HAYCHHBIX JUISl  JKHBOTHBIX — OCYIIECTBIACTCS B
COOTBETCTRHE C!

a. +llpukazom MCX P®:;

b. +3akonom P®;

¢. -+Ilocranosiiennem npaBurenscTea PO .
CymectsyeT 1M pasiuune MeXAY JIEKADCTBEHHBIMH CpPEACTBAMH ITA  YeloBeKa W
JKUBOTHBIX !

a. Her

b. +na

Ha nepsuunyio ymakoBky M BTOPHYHYIO (IIOTPEGHTETBCKYIO) YIHAKOBKY JIeKapCTBEHHBLIX
CPEICTB Ik BETEPHHAPHOT O [IPUMEHEHHS JOJIKHA HAHOCHTLCS HAITHCD:

a. +/11d BerepuHAPHOTO TPUMEHEHHS

b. JInd KIMHAYECKOTO HCCIeTOBAHHSL,

c. Jlis HapyKHOTO TIPHMEHEHHS.

10. TeKapCcTBEHHBIE CPEACTRA:

a. + BeLlecTBa MM HX KOMOWHAIMH, BCTYMAIONINE B KOHTAKT ¢ OPraHU3MOM YelloReKa
WK JKHBOTHOIO, IPOHHKAKOIIHE B OpraHbl, TKAHH OPIdHH3MA YeNOBEKA HIIH
KHBOTHOTO, TIPUMCHSCMBbIC [UI MPOQHIAKTHKH, AHATHOCTUKH (332 MCKIIOUYCHHEM
BCIIECCTB HJIHA HUX KOM6HHHHHﬁ, HEC KOHT&KTHp}’TOLU,I/IX C OpraHHSMOM YHCJIOBCKa HIIH
JKABOTHOTO),  N€YeHHs  3a00NeBaHus,  peadWIMTAIHH, U COXpaHeHus,
HPGJIOTBpaLLIGHHﬂ HIIH TIpEphIBaHUA 6@peM€'HHOCTI/I U [IOJIYYEHHBIC H3 KpOBH, TIIIa3Mbl
KpOBH, H3 OpIaHOB, TKaHCH OpraHW3Ma 4YeNOBEKa MM JKHBOTHOIO, DACTEHHH,
MHT—IepEU'IOB MCTOOaMH CHHTE3a UIIH C [IPHEMEHEHHEM 6HOJ’IOI‘I/I'—[€CB§HX TCXHOJIOTHH.

b. - BemecTBa WM MX KOMOHHALKH, TPAMCHICMBIE s HPOMGHIAKTHKH, AHAIHOCTHKH
(32 MCKITIOYEHHEM BEINECTB MJIM WX KOMOWHAIMI, He KOHTAKTUPYIOTIHX ¢
OPTaHH3MOM YEIOBEKa FJIH JKUBOTHOTO), JIeucHHs 3a00/IeBaHu, peabHINTALHH, s
COXpaHCHHS, MPEIOTBPAILCHHS MW MPEPLIBAHMS OEPEMEHHOCTH W ITOMyYeHHbIE U3
KPOBH, IIa3Mbl KPOBH, M3 OPraHOB, TKAHEH OPraHM3Ma YeNOBEKa WM JKHBOTHOIO,
paCTCHHfI, MHHCPAJIOB METO/[aMKW CHUHTE3a HJIH C NPHMEHECHHEM GHOHOI‘HT{GCK’HX
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~ TEXHOJIOTHIA.
C. - BELIECTBA WM MX KOMOHMHALMU, IPUMEHsEMbIe JUIsl TPOQUIIAKTHKY, IHATHOCTHKH,
nedeHus 3a0ofieBaHus, peaOuiMTalMy, JUIS COXPaHEHMs, TPETOTBPALCHHS HIH
LPEepPBIBAHUS. OEPEMEHHOCTH.

11. K jiekapeTBEHHBIM CPeACTBAM OTHOCATCH:
a. +apmaneBTHUCCKHE CYOCTaHIINH;
b. -lIexapcTREHHBIE penapaThl;
c. Tabnemxu.

12. papmareBTrdecKkue CyOCTaHIHA, ITO: ;

a. tIeKapcTBEHHBIE CpeficTBAa B BHAC JACHCTBYIOIIMX BELIECTB OHOJOIHYECKOro,
OHOTEXHOJIOTHYECKOT0,  MHHEPAIBHOIO  HIH  XHUMHUECKOTO  [IPOHCXOKICHHS,
obnamaromue  (GapMaKoOJIOIMUECKOH  AKTHBHOCTBIO,  NpeAHA3HAYEHHbLIE s
MIPOM3BOJICTEA, HM3TOTOBJIEHUS JIEKAPCTBEHHBIX IIPEIApaToR M OIPEICIISIONHe UX
3 PeKTHBHOCTE;

b. - nexkapcTBeHHBIE CPE/ICTBA, INpe/HA3ZHAYEHHBIE A TPOU3BOJICTBA, H3TOTOBIICHHS
JIEKAPCTBEHHBIX HPENAPATOB W olpeaeisionme ux 3Q¢exTHBHOCTE;

C. BeLIeCTBA Ui KIMHUYECKOTO HCCICIORAHMS.

13. JlekapcTBeHHBIC TIPETTAPATHI:

a. + JIEKapCTBEHHBLIE CPEJCTBA B BHJIE JIGKAPCTBEHHBIX (DOpM, IpHUMEHSeMble JUist
OpoQHUIAKTHKH, AHArHOCTHUKH, JIeYeHUs 3aboJieBaHust, pealGWIHTAL|M,  JUIs
COXpaHeHHs, IPeJIOTBPALEH s HIIH IIPEPbIBAaHUS OePeMEHHOCTH;

b. - lekapcTBEeHHBIC CpejiCcTBA U JeueHMs 3abONeBAHWS, UL COXPAHCHHUS,
HpPEeIOTBPAILEHNS HIIH [IPEPhIBAHHS OEPEMEHHOCTH.

14. JlekapcrBennas dpopma —510: ;

a. + cocTosHHE JIEKapCTBEHHOTO TIperiaparta, COOTBETCTBYIOMIEE crocobam  ero
BBElEHHs W [PHMCHCHHS UM obecneuynBaiomee JOCTHIKEHHE HeoOXOAHMOT0
nedebrOTO 3¢ dherTa;

- pacacoBaHHOE JIEKAPCTBEHHOE CPEJICTR;
¢. ynobuas s xpanenue Gopma.

15. KauecTro nNekapcTBEHHOIO CPeACTBA:

a. + COOTBETCTBHE JIEKAPCTBEHHOI'O CpeicTBa TpedOoBaHHIM (hapMakOTIEHHON CTaThH,
mbo B cilyyae ee OTCYTCTBHS HOPMATHBHOM JTOKYMEHTALIMH HWIIH HOPMATHBHOIO
JOKYMCHTA,

b. He BCKpBITas yIIaKOBKA JIEKAPCTBEHHOTO CPEJICTBRA;

¢. lpousBeacHHoe B PO,

16. be3011acHOCTb JIEKAPCTBEHHOTO CPE/IcTBa
a. + XapakTepUCTHKd JIEKapCTBEHHOI'0 CPENCTBA, OCHOBAHHAS HA CPABHUTEIBLHOM
aHause ero >GGEeKTHBHOCTH U PHCKa MPHYMHEHHS BpPe/la 310POBbIO;
b. - OTCYTCTBHE B JIEKAPCTBEHHOM CPEACTBE IIOCTOPOHHUX BEIIECTR;
¢. - He BCKpLIBasg YIAKOBKA W HE HAPYIICHHBIH PeXHUM XpaHeHHs

17. Db ek THBHOCTE JICKAPCTBEHHOTO IIPenapara -
A XApaKTCpHCTHKA CTCIICHU MOJOXHUTCIBHOTO BIHAHHA HeKapCTBGH.ﬁO['O Iperapara
Ha TCHCHHC, [IPOHOJDKHUTECIIBHOCTH 3a00/J€BaHMsl MM €r0 NpeaoTBpallCHUE, :
peabHIHTaIlHIO, Ha COXPAHEHHE, IPEAOTBPALICHUE HITH [IPepPBIBAHHE OCPEeMEHHOCTH;
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b. - OblcTpoe yeTpaHeHHe CHMIITOMOB GOJIe3HH
C. - XapaKTCPUCTHKA CTCMEHH [OJOKHUTEILHOTO BJMAHHA JICKAPCTBEHHOIO Hpenapara
Ha TedeHHe 3a00neBaHmsl, :

18. Cepus jiekapcTBEHHOTO CPEJICTBA -
a. TKOIHYECTBO JICKAPCTBEHHOTO CPEIACTBA, MPOM3BEACHHOE B pE3yNbTaTe OHOTO
TEXHOJIOTHYECKOTO [IUKIIA €r0 IPOU3BOLUTENEM;
b. - crenManbHBI HOMEp OLpe/IENCeHUs JICKAPCTBEHHOTO CPE/ICTRA;
C. -PCETHCTPAIMOHHBIH HOMEP JIEKapCTBEHHOTO TIpenapara.

19. PerucrpanoHHbIH HOMEp JICKAPCTBEHHOTO CPEICTBA
a. + KomoBoe 00O3HAYCHHE, MNPHCBOCHHOE JIEKAPCTBEHHOMY nperapary Inpu  ero
IOCYIapCTBEHHON perucTpaiu; ;
b. - MOPSIKOBLIA HOMED B TOCYIAPCTBEHHOM PEECTPE IEKAPCTBEHHBIX CPE/ICTB;
C. - HOMEP, MOJ KOTOPBIM JIEKAPCTBEHHOE CPEACTBO IPOXOIHIO HCIBITAHMS.

20). PerucTpaldoHHOE yI0CTOBEPEHHE JTEKAPCTBEHHOIO CPEJICTRA
a. +IOKYyMEHT, IO ITBEPIK IO (akr rOCyIapcTBEHHOM perucTpamnuu
JIEKapCTBEHHOTO IIpernapara; ;
- IOKYMEHT, COZePKalllnii HH(POPMAIIHIO O ICKAPCTBEHHOM CPEeICTBE;
C. - IOKYMEHT, IOATBEPKIAIOMHUA 6€30MacCHOCTD IEKapCTBEHHOIO CPEICTBA.

21. @anbcHOUIIPOBAHTOe TEKAPCTBEHHOE CPEJICTRO -
a. + JICKapCTBEHHOE CPEACTRO, CONPOBOIKAAEMOE JTOKHOM HH(opMaImeil o ero cocrane
1 (M) [IPOU3BOJIATEIIE,
b. - JIeKapCTBEHHOE CPEJICTBO, IPOM3Be/ieHHOe Oe3 MMIEH3NH HA IPOH3BOACTRO;
C. - IPOH3BEACHHOC ¢ HAPYIIEHHEM NATEHTHOTO 3aKOHOAATE/LCTBA.

22. KoHTpaakTHoe JIKapCTBEHHOE CPE/ICTBO -
a. + JIeKapCTBEHHOE CPEACTBO, HAXOJsIIeecs B 000pOTe ¢ HAPYLICHHEM T'Pak/IaHCKOro

3aKOHO/1aTeIbCTBA;
b. - 3apeseHHOE Oe3 paspelnenus TAMOKHH;
C. - IPOH3BEIEHHOE B HEH3BECTHOM MECTE.

23. Pa3paboTka JIeKapCTBEHHBIX CPEICTB BKIIIOUACT:

4. + IOMCK HOBBIX (ApPMAKOIOTHYECKH aKTHBHBIX BEMIECTB, MOCIEAYIONIEE H3YYEHHE HX
TIEKAPCTBEHHBIX CBOMCTB, NOK/IMHHYECKHE HCCIICNOBAHUS, paspaboTKy TeXHOIOTHH
NPOU3BOACTBA (papMalleBTHUECKHX CYOCTAHINH, paspabOTKy COCTABOB H TEXHOIOIHH
TPOU3BOJICTBA JIEKAPCTBEHHEBIX TIPEIIapaTos;

b. - moMCK HOBBIX (apMaKOIOrHUECKH aKTHBHEIX BEIIECTB IOCIEAYIONIEE H3YUeHHE HX
JICKAPCTBEHHbBIX CBOUCTR;

C. = NIOMCK HOBBIX (DAPMAKOJIOrMYECKH aKTHBHEIX BELICCTB, MOCIEAYIOIIEe H3yUeHHe HX
JICKAPCTBEHHBIX CBOHCTB, AOKIMHHYECKHE HCCICLOBAHHUS, PazpabOTKy TEXHOIOrHE
TPOM3BOACTBA (AapPMAIEBTHIECKHX CYOCTAHIIM.

24. KnuHugecKre UCCae 0Batisl NeKapCTBEHHBIX IPENAapaToB i BETCPHHAPHOIO [PHMEHEHHS
NPOBOAATCA B BCTCPUHAPHBIX OpraHU3allMaX W B OPTaHH3alMsiX, OCYIIECTBISIOLINX
pasBesicHHe, BRIPANIHBAHUE U COACPIKANNE KUBOTHBIX, B IE/ISX: :

a. + yCTaHOBJIEHHA [EPEHOCHMMOCTH JICKAPCTBEHHBIX IIPEIAPATOB  3[0POBLIMH
KUBOTHBIMH;
b.. + nojbopa oNTHMANBHBIX JI03HPOBOK JIEKAPCTBEHHBIX MPENApaTOB U Kypea JICUCHHs



Ha KOHKPETHOH IPYIINE JXUBOTHBIX C OLpPEIe/ICHHBIM 3a00/1eBAHIEM

C. +YCTaHOBICHHA O€30MaCHOCTH M OS(PEeKTHBHOCTH JICKAPCTBEHHOIO Iperapara,
[PEHA3HAYCHHOIO [UIA JICYCHHsI OIPE/C/ICHHBIX 3a00JieBaHHi KHBOTHBIX, WJIH
9pQPeKTUBROCTH  TeKapCTBEHHOTO Ipeliapara Ul HpOQUIAKTHKA 3260/ eBaHuil
3I0POBBIX XKUBOTHBIX.

25. JlexapcrBeHHble CpeCTBAa IS KHBOTHBIX JIOMYCKAKOTCS K IIPOM3BOJICTRY, XPaHCHHID,
MEPEBO3KE, pealu3allt 1 IPHMEHEHKIO Ha TeppuTOopHu Poccutickoit Meepaiium,
a. + TI0CKe UX IOCYIapCTBEHHON PErHCTPALINHE;
b. mocme MOKYIIKH IATEHTA,
¢. IIOCJIE YCTaHOBJICHHS O€30ITaCHOCTH.

26. TocynapcrBeHnol perucTpaiiiy [1O1IeKAT:

a. T HOBBIE JIEKAPCTBEHHBIE CPENICTBA IS FKHBOTHBIX;

b. + HOBble KOMOMHAIMH 3apErHCTPHPOBAHHBIX PAHEC JEKAPCTBEHHBIX CPEICTB st
KUBOTHBIX,

C. * JEKapCTBCHHBIC CPEACTBA JUIS JKMBOTHBIX, 3aperHCTPHPOBAHHBIE paHee, HO
TIPOU3BE/ICHHBIC B IPYTUX JIEKAPCTBEHHBIX (GOpMax, UIH C HOBOH JIO3MPOBKOH, MM ¢
APYTHM COCTABOM BCIIOMOTATENBHBIX BEILECTB, HIH PEKOMEHJIyCMbIE [0 HOBBIM
TOKA3aHHsIM H IIPH HOBOM IIYTH BRCICHHS,

d. + BocmpoOWM3BeICHHbIC ICKAPCTBEHHBIE CPEACTRA JUIS JKHBOTHBIX

€. 't JICKAapCTBEHHBIE CPEACTBA, 3aperHCTPUPOBAHHBIE paHee, IMPH OKOHYAHHH CPOKa
ICHCTBUSA PErHCTPAllMOHHOTO CBUICTENLCTRA.

27. Jlotyckaetes mprMeHeH e He3aper HCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTE [pH:
a. T ZOKIMHUYECKHX UCCIEAOBAHMAX,
b. ouenke ux >3 GeKTHBHOCTH;
C. + [UIsl JIeUCHUS] KOHKPETHBIX JKHBOTHBIX B 300MapKaX H LUPKax.

28. 3anpenaercs Ipou3BOACTRO:
a. *  JICKApCTBEHHBIX CPEACTB, HE BKIOYEHHBIX B TOCYIApCTBEHHEI peectp
JIEKapPCTBEHHBIX CPEJICTB, 38 UCKITIOYEHHUEM JIEKAPCTBEHHBIX CPEACTB, [IPOH3BOIUMBIX
JUTA TIPOBEACHMUST KIIMHUYECKHX MCCIEIOBAHMI 1 JUISl SKCTIOPTA;
b. + danscHdHIEPOBAHHBIX JEKAPCTREHHBIX CPEICTR;
 JIEKAPCTBEHHBIX CPEACTB O€3 IHLEH3MM HA TPOH3BOICTBO JIEKAPCTREHHBIX CPE/ICTE;
d. + JIEKApPCTBEHHBIX CPEICTR ¢ HAPYIICHHEM [IPABHJI OPraHH3alHK MPOH3BOACTEA H
KOHTPOJIsl KA4eCTBA JTEKAPCTBEHHBIX CPECTB.

Q

29. Ceprudukanus HarmpapiieHa Ha JOCTHKEHHE CHEAYIOIINX 1EIICH;

a. + CONCHCTBHE IOTPEOUTEIAM B KOMIIETEHTHOM BBIOOPE NTPOJIYKIIHH;

b. + couelicTBre SKCIIOPTY M NOBEIIEHHE KOHKYPEHTOCIOCOOHOCTH TIPOTYKIIHH,

C. + 3alldTa HOTpeOHTeNst OT HeMOoOPOCOBECTHOCTH H3TOTOBHTENS (IIPOJIABIA,
HCIIOJTHUTEJIS ),

d. + KOHTPOIB GE30MACHOCTH MPOIYKIHHA [Jisl OKPYKAIOLIEH CPejlbl, KH3HH, 3M0POBbs
H UMYIIECTBA;

€. T IOATBEPXKICHHE MOKA3ATEIEH KauecTBA IIPOAYKIIUH, 3aBIEHHBIX H3TOTOBHTETAMH.

30. LleHTpatbHBIM OPIaHOM 110 CePTHOHUKAIMA BETEPHHAPHBIX TIPEHAPATOB SBAETCH:
a. * BcepocCHHCKHH TOCYIapCTBCHHBIN HAYHGHO - HCCICAOBATENbCKHE HHCTHTYT
KOHTPOJIsL, CTAHAAPTH3AIMH U CEPTHHUKALINA BETEPHHAPHBIX TIPEAPATOB;
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b. BcepoccHitckuil HayYHO-FCCIe10BATE BCKHE HHCTHTYT MATOJOIHH, (apMaKOIOTHH |
Tepalnm,
¢. Bceepoccuiicknit HayIHO-HCCIIC0BATEBCKIE HHCTHTYT 3aI(HTHL JKHBOTHBIX.

31. Cepruduranns nmpoiyKLIHH:
a. + npoueaypa NOATBEPXKJICHHS COOTBETCTBHS, MOCPEACTEOM KOTOPOH He3aBrcHMa
OT M3IOTOBUTCNA (UPOJABUA, HCIOMHHTENS) U  TOTpeOHTess (norymnarens
OpraHU3aLHs YIOCTOBEPSALT B IIMCBMEHHOH (opMe, UTO MPOAYKIHSA COOTBETCTRYE
YCTAHOBJIEHHBIM TPeOORAHMAM;
b. npoBepka 3asBJICHHBIX KAYeCTR Mpernapara IIPOU3BOJIMTENEM;
C. KOHTpOJibHAas BRIOOPOYHAS MTPOBEPKA.

32. Cpok nelctBus ceprudukara:
4. T He MOXET [IPEeBHIIATh 3 JIET;
b. HE MOXKCT IPEBLIIATE 5 JIeT;
C. He MOJKET LIPEBBLINATE 4 JICT.

33. Uentpasbubiii ammapar denepainHoit cmyxOs 10 BCTEPUHAPHOMY W (PUTOCAHUTAPHOM)
HA/[30py OCYIIECTBIISIET IMIICH3NPOBAHHE:
a. + ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMH CpPEACTBAMH, IPEAHAZHAUCHHBIME L8
KUBOTHBIX;
b. BeTepHHAPHBIX ANTEUHBIX CeTell Ha TEPPHTOPHH OLHOTO cybnekta  cyObekT:
Poccuiickoit Deneparium;
C. + BETEPHHAPHBIX OpraHu3aluH QeaepanbHoro NOIIHHCHUS,
34. Tepputopuanbhsle  yipasnenus — ®enepalisHoii CTyXKOBI 10 BETCPHHAPHOMY ¥
(hrTOCAHUTAPHOMY HAI30DPY OCYLUECTBIAIOT THICH3HPOBAHHE: ;
4. BCTCPHHAPHBIX aNTEYHbIX CETCH HA TEPPHTOPHH IBYX M O0lee CyOBCKTOE
Poccuiickoit @enepanum;
b. + pO3HHYHOH TOPrOBIH JEKAPCTBEHHBIMH CPEACTBAMH, NpeaHA3HAYCHHBIME 15
JKHBOTHBIX;
C. ONTOBOH TOPrOBIH JICKAPCTBEHHBIMH CPEJACTBAMM, NpEAHA3HAYCHHBIMH 118
’KHBOTHBIX.

35. JInuensns Ha OCyIEeCTRICHAE (apManeBTHYeCKOH eI TeNEHOCTH IPEIOCTABIAETCS :
a. + 0eccpouHo;
b. 3 roua;
c. 4roma.

36. Opranmsanuu ONTOBOH TOPIOBIM JIEKAPCTBEHHBLIMU CPEACTBAMHK MOT'YT OCYIIECCTRIATE
[PON&Xy  JICKAPCTBCHHBIX  CPEACTB  HIM  [€pe/laBaTh WX B YCTAHOBICHHOM
3aKOHOJaTeNbCTBOM Poccuiickoii Dejieparinu mopsike:

. JIpyruM OpTaHH3allisIM OTTOBOH TOPTOBIIH JIEKAPCTBEHHBIMH CPE/ICTBAMH;

b. + mNpowM3BOMMTENSIM  JICKAPCTBEHHBIX  CPElCTE  JUld  Iejiel IIPOU3BOACTBA
JEeKapCTBEHHBIX CPECTR;

€. anTCYHBIM OPIAaHU3ALMAM U BETEPUHAPHLIM ArTeUHBIM OPIaHH3AIIHIM,

d. + Hay4HO-MCCIENOBATE/LCKHM OPTaHH3ALMSIM U HaY4YHO-HCCIEA0BATEIILCKOH
padoThl;

€. t+  HMHAMBHAYaTBHBIM  OPEAIPHHAMATENSIM,  HMEIOIIAM JHIEH3HIO  HA
(hapMalleBTHUECKYIO JeATENLHOCT WIIH JTHIICH3MIO Ha MEIMIUHCKYIO JIEATCe/IEHOCTD;

f. + MEIMIHHCKUM Opranu3aLisM, BETePHHAPHBIM OPTaHH3ALMAM;

g T OpraHu3aluaM, OCYIICCTBISIOLUIHM Pa3BEICHHE, BLIPALIMBAHME M COJACPKAHUC
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KHBOTHBIX

h. pO3HHYHYIO  TOPrOBII0  JEKAPCTBEHHBIMH  TIpelapaTaMM B KOMHYECTBAX,
HEOOXOIMMBIX T BBINOMHEHHS BpaucOHBIX ((EIbAIIEPCKAX) HA3ZHAYCHMH HITH
HA3HAYCHHH CHEIMATHCTOB B 00JIACTH BETEPHHAPHH.

37. Po3uydnas TOProBiis JEKAPCTBEHHBIMH [IPEHapaTaMy B KOJMUYECTBAX, HEOOXOJHMBIX I
BBIIOJIHEHHS Bpa4eOHBIX ((esIbIIepCKUX) Ha3HAYCHHI WM HazHaueHWH CIeNHaiCTOR B
00JIaCTH BETEPHHAPHH, OCYIIECTBIIACTC:

a. +  UWHIHBHAYAILHBLIMH — HpeANPHHUMATEMH, HUMEOIIMMH  JIMUEH3HIO  Ha
(hapMareBTHIeCKYI0 IS TENBHOCTD;

b. + BeTepuHAPHBIME OPTaHH3ALMSIMH, HMCIONMMH JTHIEH3HIO Ha (apMalleBTHYECKYIO
JIESTEIFHOCT;

C. tBeTEepPHHAPHLIMH  allTE€YHBIMH  OPraHHU3AlUAMH, HMEIOIUMH  JHUIEH3MIO Ha
(hapManeBTHUCCKYIO JICATEIEHOCTE,

d. - opraHuM3auMsMH ONTOBOH TOPrOBIH IIEKAPCTBEHHBIMH CPEACTBAMH, HMEFOLIHMH
JHIEH3HIO Ha (DapMalleBTHYSCKYIO A TEILHOCTE.

38. l'ocynapcTBeHHbI BeTepHHAPHEIL HAm30D -

Ak 3TO  IEATCIBHOCTh  [OCY/IAPCTBEHHBIX  BEICPHHAPHBIX HHCIEKTOPOB 110
IPETYTIPSIKACHUIO, 00HAPYKEHHIO H TIPECEUSHHI0 HApYIIEHHH 3aK0HO/aTelbCTBa
Poccntickoit denepaun 0 BeTepHHApHI;

b. - 510 opran obimecTBEHHOr0 KOHTPOIIA 34 (hapMaLeBTHYECKOH JCATENEHOCTRIO.

39. l'ocynapcTBenHblH  KOHTPO/Ib IpH OODAICHHH JEKAPCTBEHHBIX CPEICTB OCYIIECTRISCTCS
[IOCPEJACTBOM:

a. 1 IPOBEACHUs IPOBEPOK cOOMOJAEeHH CYyObEeKTaMH OOpAIeHHS JIEKAPCTBEHHBIX
CPEJICTB NPABHI 1ab0paTOPHON NPAKTHKM W IPaBWII KIMHHYECKOH MPAKTHKH [IpH
IPOBEACHHA  NOKITHHHYECKHX  HCCIICHOBAHMH  JIEKAPCTBEHHBIX  CPEJCTB M
KIIMHHYCCKUX HCCIICTOBANAN JICKAPCTBEHHBIX NPENAPATOB IS  MEQHLUHCKOTO
IPUMCHEHUS, IPABAII NPOBCACHHSA MOKIMHHYECKHX HMCCICIOBAHUM TEKAPCTBEHHBIX
CPEACTB M KIMHHYCCKHX HCCJIE€IOBAHMH  JIEKAPCTBEHHBLIX  [IPENapaToB  JUlsl
BCTCPUHAPHOIO INPHMCHCHHUS, [PABHUJI OPraHu3allii [POU3BOJACTBA U KOHTPOJIA
KayecTBa JIGKAPCTBEHHBIX CPEIACTB, I[PABHII ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH
CPEACTBAMH, MPABUIT OTIIYCKA JICKAPCTBEHHBIX 11PEHIAPATOB, [IPABKHI H3rOTOBICHHS U
OTIIyCKd JICKAPCTBCHHBIX [PEIApaToB, [IPABUII XPAaHEHMs JEKApCTBEHHBIX CPENCTS,
MPABHUIT YHHITOKEHUS JIEKAPCTRCHHBIX CPEJICTR;

b. + JIMIIEH3MPOBAHKA TPOM3BOJACTBA JICKAPCTBEHHBIX CPEJCTB M (PapMaLeBTHUYCCKON
HAEATCIILHOCTH, MPOBEICHHA [IPOBEPOK COOJIOAEHHS JHMIEH3MOHHBIX TpebOBaHUH M
YCIOBHIA;

C. + KOHTPOJA KaueCTBa JICKAPCTBEHHBIX CPEJICTB IIPH I'PAKIAHCKOM 000pOTE.

40. KOHTpOIIb Ka4ecTBa IEKapCTBEHHBIX CPEJICTB [IPH IPaXKIaHCKOM 000pOTE OCYILECTBISCTC:

a. + B dopme BEIOOPOUHOIO KOHTPOJIS;

b. + OpH BRIMBICHHH HECOOTBETCTBHS JIHIICH3HOHHBIM TpeOOBaHUAM K YCIIOBHSM
YCIIOBHH  TIPOM3BOJCTBA M KOHTPOJIA  KadecTBa JICKAPCTBEHHBIX  CPEICTB,
OCYWIECTBJICHHS ONTOBOW TOPTOBJIH JIEKAPCTBEHHBIMU CPEACTRAMH, OCYIIECTBIICHHS
PO3HIYHON TOPIOBJIM JIEKAPCTBEHHBIMH IIPCIIApATAMH, TPABHII ~ M3IOTOBIICHHS
TEKapCTBEHHBIX [IPENAPATOB, IPABHI XPAHEHHS JIEKAPCTBEHHBIX CPE/CTB,



34

41. B mensx ocymecTBICHUs KOHTPOMS 3a BBIIOJHCHHEM JHUCH3MATOM IIPH OCYIICCTBICHHH
(hapManeBTHUECKOH IEATCILHOCTH 00A3aTeNbHBIX TpeboBaHuil K ToBapam (paboTam,
yeIyraMm), YCTAHOBJIEHHBIX HOPMATHBHBIMH IIPABOBBIMH aKTAMH, JTHIEH3HUPYIOUIMH opram
OCYIIECTBISACT MEPOIPUITHS [10 KOHTPOITIO:

a.
b.

+ B BHIE IIPOBEIEHHS ILTAHOBBIX ITPOBEPOK,
+ BHENJIAHOBBIX IIPOBCPOK.

42. TInanoBble MEPOIIPUATHS 110 KOHTPOIIO TIPOBOISATCS:

a. + CIpefBapHTEILHBIM YBEIOMIICHUEM JIHIIEH3UATA;
b. 63 IpeaBapHTENbHOrO YBEAOMIICHHS JIHIEH3HATA,
43. BueluianoBble MEPONpPHATHS MO KOHTPOJIO IIPOBOJSTCS JIHICH3UPYIOIIHM OPraHoM B
cirydasix:
a. + OCYIIECTBICHHS KOHTPO/S 3a MCHOJIHEHHeM NpearucaHuii o6 ycTpaHeHHH

JIMICH3MATOM BBIABJICHHBIX B PE3yJIbTATe IIJAHOBOTO MEPOIPHATHA 110 KOHTPOJIO
HapylIeHHH 00s3aTeIbHBIX TpeOOBaHUI U YCITOBHIT;

+  1nojydeHds  HHPOPMAUHM  OT  FOPHIMYECKHX  JIHI,  HHIHBH/YAIbHBIX
IpeANPUHUMATEIIEH, OpPraHoB TOCYJapCTBEHHOH BIACTH 0  BO3HHUKHOBEHHH
ABAPMUHBIX CHTyallnd, 00 HM3MEHEHMSIX MK O HAPYIIEHHIX TEXHOJIOIMUYECKHX
I[POLIECCOB, @ TakXkKe O BBIXOAE H3 CTPOS COOpPYKeHHH, 00opymoBaHHsA, KOTOPBIE
MOTYT HEIOCPEACTBEHHO NPHYHHHTEL BPE/l ’KU3HH, 3L0POBBKO JIIOJICH, OKpYKarOIe
cpeie W HAMYIIECTBY TIpakiaH, OPUJIMYECKHX JIHI W WHIMBHIYATLHBIX
HpeIIPHHUAMATENECH;

+ BOSHMKHOBCHHS YTPO3bI 3M0PORBIO W SKH3HM I'DaKJaH, 3arpsi3sHenus OKpyKaioeH
CPC/bL, IIOBPEKICHUS HMYIIIECTRA, B TOM YHCIIE B OTHOLIEHHH OJHOPOIHBIX TOBAPOB
(pabot, yciyr) ApYTHX —OPHAMYECKHX JHO H  (WIH)  MHIUBHIYATHHBIX
IpelpUHUMAaTENIeH;

+ oOparenns rpaxk/iaH, FOPUAHYECKAX JTHII 0 HHIMBHAYAIbHBIX [1pEAIpPUHUMATE EH
¢ JkanobamMd Ha HApYIIEHHMsS MX IpaB M 3aKOHHBIX HMHTEPECOB JCHCTBUSMH
(OesuelicTeueM)  MHBIX  FOPHAHYECKHX  JIMIL W (WIH)  HIJIMBH/YalbHBIX
MPeIMPHHHUMATENICH, CBA3aHHbBIE ¢ HEBLITOIHEHHEM UMH 0053aTe/ILHBIX TPeOOBAHMIA,
a TaK¥Ke MoyydYeHHus HHOH HH(pOPMALHK, HOATBEPHK/IaeMOH TOKYMEHTAMH H HHBIMH
J0Ka3aTe/IbCTBAMM,  CBHACTEIBCTBYIOIIMME O  HAIHYUH  [IPU3HAKOB  TAKHX
HapyLLIECHHH.

44. Tlpu UPOBEICHUH MEPONPHATHH 110 KOHTPOIK AOJDKHOCTHBIE JIHIA THIEH3HPYIOLICTO
opraga He BIIPaBe:

d.

b.

d.

+ IPOBEPATH BBIIOJIHEHHE 0053aTelIbHBIX TPeOOBAHHH H YCIOBHH, He OTHOCAIIMXCS K
WX KOMIIETEHIIUH;

+ OCYIIECTBIATL ILIAHOBBIC MPOBEPKM B Cjlyyae OTCYTCTBHS IIPH IIPOBEJACHUN
MEPOIPHATHH 1O KOHTPOJIKO JIOJGKHOCTHBIX JIMIL MM PabOTHHKOB IIPOBEPAEMBIX
IOPHIMYECKUX  MHIT  WIW  MHAMBHAYAILHBIX  OpepHHaMarencii  aubo  ux
[IpEACTABUTENIEH; :

+ TpedoBarh IMpeACTABICHHsS JIOKYMEHTOB, HHGopMarmy, obpasuos (npob)
[IPOJYKIHHU, €CIIH OHH HEe ABIAIOTCS OOBEKTAMH MEPONPHATHH IO KOHTPOJIO H HE
OTHOCHTCS K TIPEIMETY MTPOBEPKH; :

+ M3BIMaTh OPUTHHAIIEL JOKYMEHTOB, OTHOCALIMXCS K [IPEJMETY [IPOBEPKH.

45. Ilpd [pOBEJCHHH MEPOTIPUSTHE MO KOHTPOMIO JOMKHOCTHBIC JIHLA JIHIIEH3HPYIOMEro
OpraHa He BIIpaBe:

a.

+ TpeGoBarh 00pasisl (MPoOBI) MPOAYKIHH 1711 HPOBENCHHS HX HCCIC/IOBAHMN



46.

47.

438.

49.

50.

Sk

(nenbrranuit), skcrepTussl 6e3 odopmienus akta 06 otbope obpasznos (npod)
MPOAYKLUHH B YCTAaHOBJICHHOH (opMe M B KOJIMYECTBE, MPEBBIMIAIONIEM HOPMEIL,
YCTAHOB/IEHHbBIE  [OCYJAPCTBEHHBIMH CTAHAApTaMi MMM HMHBIMH HOPMaTHBHBIMH
JOKYMEHTAMH;

b. + pactpocTpaHsiTh HHPOPMAIIHIO, COCTABISIONLYIO OXPAHICMYIO 3aKOHOM TaHHy H
MOAYYEHHYI0 B pE3ynbTaTte [IPOBEIEHHS MEPOIPUATHH 10 KOHTPOJIIO, 34
HCKITIOUeHHEM  CITy4aeB, MPeJyCMOTPEHHBIX  3aKoHoJaTeancTBoM  Poccuiickoi
Oenepanny;

C. + IpeBBIIATH YCTAHOBJIEHHBIE CPOKHU IIPOBEACHHS MEPOIPUSITHH 110 KOHTPOJTIO.

BOJBIIMHCTBO  IIpaBOHApYILIEHHH, KOTOpBIE  COBEPIIAIOTCS TIPH  OCYIIECTBICHHM
(hapMAaLeBTHUECKOM SIBISIOTCS: ;
a. - YrOJOBHBIMH ITPABOHAPYHICHHIMH
b. + aIMUHHCTPATHBHBIME [PABOHAPYLICHHSMH B 0OJaCTH IIPEAIIPHHUMATETHCKON
HNEATEIbHOCTH.

AJIMUHHCTPATHBHBIN mTpad SABISETCS JEHEKHBIM B3bICKAHMEM, BEIpaXkaeTcs B pyOisx u
YCTAHABIHBACTCA:

a. + [UIA FpakaaH B pasMepe, He IPEBBIIAIOMEM IISITH ThIcsd pyOIiei;

b. - U TpasIaH B pasMepe, He MpeBhIIaroIIeM AeCATH THICAY pyoJieii;

C. - JJIf TPasKIaH B pasMepe, He MPeBBINaroeM IBaIIaTH.

AJIMAHUCTPATHBHBIH [MTpad sBIACTCH JCHEXKHBIM B3BICKAHWEM, BhIpaXKaeTcsd B PyONnax o
YCTAHAB/IHBAETCA:
a. +  JUid IOPHIAYECKHX JHMLI - OAHOIO MHJUIMOHA pyOled, a B ciydasx,
HpeIyCMOTPEHHBIX cTaThamMu 14.40, 14.42 - naTH MHIUIHOHOB pyOIIeH,
b. + MOXKET BLIpaKaThCs B BEIIMYUHE, KPATHOM!:
- CTOMMOCTH [IpeMeTa aIMHHHCTPAaTHBHOIO IIPaBOHAPYLIEHUS HA MOMEHT
OKOHYAHHsL WK [IPECEUCHHS aIMHHUCTPATUBHOTO IPAaBOHAPYILICHHUS.

3anaTie YacTHOU HapMaIlCBTHICCKOH MeATENBHOCTRIO JIHIIOM, He HMEFOLINM JTHICH3HIO HA
JaHHBIH BUJL IEATEABHOCTH, — BJIEYET HAJIOKEHUE AIIMMHUCTPATHBHOTO Tpada B pasMepe:
a. + 0T ABYX THICAY [0 ABYX TBICSY IISTHCOT pyOIiei.
b. OT mecATH 10 NATHALLATH ThICSY pyOIiei.
C. OT JABYX IO IBITH ThICAY PyOIIeH.

HenosunoBeHre 3aKOHHOMY PacTIOpsKEHHIO HIIA TpeOOBAaHHIO J0JIKHOCTHOTO JIMIIA Oprata,
OCYIIECTBIISIIONIEr0 I'OCYIapCTBEHHbBIM HaA30p (KOHTPOJL), d PABHO BOCHPEISITCTBOBAHHE
OCYIIECTBICHUIO STHM JAO/KHOCTHBIM JIMLOM CITYKeOHBIX 00SI3aHHOCTEH -
a. + BIeYeT MpeAyNpexJeHHE HIH HaloXKeHME aIMUHHCTPATHBHOIO IITpada Ha
rpaskiaH B pa3Mepe OT ISITHCOT J0 OIHOH ThICsiuM py0Oiieit; Ha JIODKHOCTHBIX JIUI] - OT
OJIHOM TBHICAYH JI0 JABYX ThICAY pyOIIeit. :
b. - Bieuer HaNnOXKEHHE aJIMUHHCTPATHBHOIO IITpada Ha MPAKIAH B pazMepe OT OJHOH
JI0 TPeX Thicsd pyOiiedl; Ha JO/KHOCTHBIX JIMIL — OT JECATH JO ABAaAlaTH ThICAT
pyOeii.

3a rpyOble HApyIICHHS JUIEH3MOHHBIX YCIOBUIM HAaKazaHUe YCTAHOBIICHO:
a. + HA WHIMBHAYATLHBIX [IPEINPHHAMATEICH aIMAHACTPATHBHBIN Tpad Halaraercs
B CyMMe - OT 4 710 5 TIC, pyb., i
b. + aIMHHHCTpATHBHOE [IPHOCTAHOBICHHE ACATEIBHOCTH Ha CPoK 10 90 cyToK;
C. Ha JOJDKHOCTHBIX JUIL - 0T 4 10 5 ThIC. py0.;
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d. nHa ropuamueckux Jiui - oT 40 1o 50 TBIC. PYO.
52.3a mapymeHue JHMUIEH3WOHHBIX YCIOBHH CYIbS MOXKET HAIOXKHTH AAMHHHUCTPATHBHBIH

mrpagd B pazMepe:
a. + ot 1,5 no 2 THIC. py0. - Ha Ipax/aaH, OCYMECTRISIOMNX MPeIlIPUHUMATEIBCKYIO

IEATENBHOCTh B KaUeCTBe HHANBUAYAIBHOTO npearpuaumarelis (MII);
b. +ot1 3 10 4 TeIC. pyO. - HA AOIKHOCTHBIX JIHII;
c. +ot 30 g0 40 THIC. PYO. - HA IOPUIHUIECKHX JIHIL.

53. 3a rpyOble HAPYIICHHS THICH3HOHHBIX YC/IOBHI HaKa3aHHE yCTAHOBIICHO:
a. + HAa WHAMBUAYaJIBHBIX IPEANPHHUMATECH aIMHUHHCTPATHRBHEIN IITpad Halaraercs
B cyMMe - 0T 4 j10 5 ThIC. pyO.,
b. + aIMHHHCTPATHBHOE MPUOCTAHOBICHHE JCATEILHOCTH Ha CPOK J10 90 cyTOK;
C. Il — OT JECATH IO JBANATH THICAY pyOJIeH.

4.2. KpurepHu H IKAJA ONEHKH
MMokazartenu H KPUTEPHH OLICHHBAHUA ¢c(POPMHPOBAHHOCTH IPO(ecCHOHAIbHBIX

KOMIICTEeHUHIA P 12

Ipodeccnonann- IMokazareiin Kpurtepun ounennBanus

HbIe KOMIETEHIIHH |  OlleHHBaHHs HE 334TeHO 32UTEHO

ITK-1 3HaTh: He 3naer: 3uaer:

3uanre TpeGosanuii | TpeGosanna  Deme- | Tpebosanus Menepanshoe | TpeGoBanns Menepasib-
denepansHOro 3aKo- | pajlbHOTO 3aKOHO[A- | 3aKOHOAATElbCTBA [pPEedb- | HOE 3aKOHOIATEesLCTBA

HO/IATENBCTBA, TEeJbCTBA [IPEAbsiBIIs- | SIBISIEMble K AEATEIbHOCTH | NpeibsBsieMble K Aes-

NpeabABIgeMBIX K | eMBble K JedTensHO- | B cdiepe oOparneHdHs Jie- | TeMBHOCTH B cipepe

JEATENEHOCTH B | cTH B cdepe oOpaie- | KApCTBEHHBIX CPEACTB ISl | oOpallicHus — fleKaper-

chepe  oOpameHws | HAS  JIEKAPCTBEHHBIX | KHBOTHBIX BEHHBIX CPEICTB  Jis

JEeKapCTBEHHBIX CPEeACTB ISl JKHUBOT- JKHBOTHBIX

CPEJICTB ISl JKMBOT- | HbIX ;

HbIX M YMEHHE HX | YMerb: | He ymeer: Ymeer:

IPHMEHEHHS | mpuMeHaTs B chepe | pUMEHSTE B cdepe odpa- | npuMeHaTs B chepe
- obpatuenus Jiekapcet- | WeHMs  JleKapceTBEHHbIX | obpalleHus  feKaper-
BEHHBLIX CPEIUCTB [JIsS | CPEHCTB A/l SKHBOTHBIX | BEHHBLIX CPEACTB Ul
JKMBOTHBIX TpeOoBa- | TpeOoraHus  defiepanb- | KHUBOTHBIX TpeOOBaHHUS
HHS  (beAEpPAIBHOINO | HOT'O 3aKOHO/ATEbCTBA (he/lepaibHOIO 3aKOHO-
3aKOHOAATENBLCTRA JIATEIILCTRA

ITK-2 3Haer: He 3naert: 3uaer:

3uanme [ocymapct- | TpeGoBanma  Dene- | TpeboBanus DenepansHoe | TpeboBaHuMs

BCHHOH CHCTEMBI | PAJIBHOTO 3aKOHONA- | 3aKOHOJAATeNbCTBA Mpeib- | MDejepaibHOe

KOHTPOJIS KAuecTRa, | TeILCTBA TIPEIBSIBIA- | ABIAEMEIC K ACATENLHOCTH | 3aKOHOAATE/TLCTRA

peKTHBHOCTH W | eMBle K [edTelbHO- | B cdepe obpalleHus je- | npeabasiseMble K

fe30MacHOCTH Jeka- | cTH B cdepe obpallie- | KapCTBEHHBIX CPEACTB I | JeATSJIBHOCTH B cdepe

PCTBEHHBIX CPEACTB. | HHSl JIEKAPCTBEHHBIX | KMBOTHBIX obparieHuss  Jiekape-

Cepruduraumu  Jie-
KapCTBEHHBIX
CpeacCTB.

CpeacTs AJid KHUBOT-

TBEHHBIX CPEIOCTB MJisd

Ba, 3P PEKTUBHOCTH
W 6e30MacHOCTH Jie-
KapCTReHHBIX
CPEACTB;

HOCTH W §€30N4CHOCTH
JeKapCTBEHHBIX
CpesacTs;

— MpaBHIIEHO MOJIL30-

'HBIX SKHBOTHBIX

Ymeer: He moxer: Ymeer:

— BBIAC/AUTb  OCHOB- | — BBIJICJIHTH OCHOBHbIE | — BBIJE/IHTb OCHOBHbIE
Hele  TpeboBaHus TpeDOBaHUS  TIpEe/IbAB- TpeGoBaHMA  TIpeIb-
NpeabsBIIEMbIE K ngeMble K KOHTPOJHO ABIAEMBIE K KOHTPO*
KOHTpPOMIO  KadecT- Ka4yecTna, sddexrus- JIo Kavectsa, s¢rdrex-

THBHOCTH K Oesorac-
HOCTH  JIEKapCTBEH-
HBIX CPCICTR;

| — MPaBHUABHO  M0JIB30-




IIpodeccnonans- " Ilokasaresnu Kpurepun onennanms
Hble KOMIETeHIIHH OLlCHHBAHUSH HE 3a4TEHO _3a4TeHO
— NMPABUABHO MOIb30- BaTbCcAd  MHOpMALMCH BaTBCA  MHpOpMALH-

Barecss  uHpOpMa- MPe/ICTABICHHOW B cep- CH  IIpeACTaBICHHOH
LHEH TpeacTaBieH- TH(HUKATAX Ha JieKaper- B cepTHdHKaTax Ha
HOW B CepTH(H- BEHHBIE CPE/ICTBA JICKAPCTBCHHEBIC
KaTax Ha JeKaper- cpeacTra
BEHHBIC Cpe/cTBA

ITK-3 3nars: He 3naert: 3naer:

3Hatme MOPSIIKA | MOPANOK PErucTpaliiy | MOPsLOK PETHCTPALIHK | NOPAIOK  PerHCTpalHH

peTHCTpALIK JieKap-
CTBEHHBIX ~ CPEICTB
JUTS SKHBOTHBIX

JICKApCTBCHHBIX
CpPEeACcTB JUIA  3KHBOT-
HBIX.

JIEKapCTBCHHBIX
AT ZKHUBOTHBIX

CpencTs

JIEKAPCTBEHHBIX CpeacTs
AJTA JKHBOTHBIX

YMmern:
MOArNOTOBHTH naxkeT
HOPMATHBHBIX  [OKY-

MEHTOB IJIg peructpa-
LIHH JIEKAPCTBEHHBIX
CpeacTs Jid  KHUBOT-
HBIX

He momxert:

[OArOTOBUTH MAKeT HOpMa-
THBHBLIX JOKYMEHTOB 15l
perucTpauMK  JIeKapCTBEH-
HBIX CPEACTB JUTS KHBOT-
HEIX '

3naer:

MO OTOBKY nakera
HOPMAaTHBHBIX [1OKYMEH-
TOB I8l pervctpaiiu
AEKAPCTBEHHBIX CPEACTB
IS FKHUBOTHBIX

K-4
3HaHWE H yMeHHe

3HaTL:
MPOIEnyPY  JIMLEH3H-

He 3Haert:

Hapywenne  TpeGoraHuii

3naer:
Brrmosinenne

BBIMOTHEHWS JMLEH- | pOBaHUA B cdepe | anUeH3upoBanus B cdepe | tpeGosannii B cdepe
3HpOBaHHMA JleATellb- | OOparleHHs JiekapeT- | ofpaileHus  JieKapeTBeH- | OOpalleHHs  JeKapeT-
HOCTH B cdepe 00pa- | BEHHBIX CPEACTB JI1s | HBIX CPE/CTB BEHHBIX CPENCTB  JIJis
[IEHHA JIEKAPCTBEH- | JKHBOTHBIX JKHBOTHBIX

HBIX CpeacTB Jid | YMeTh: He ymeer: Ymeer:

SKHBOTHBIX BBITIOTHATE BBITIOJHATE TPEOOBAHHS B | BBINOJSHACT TpeBopaHis
TpeboBarus B cdepe | chepe  obpawenus  sie- | B chepe  obpaiuenus
obpallieHnss  JIeKapcT- | KApCTBEHHBIX CPEACTB AA | JIEKAPCTBEHHBIX CPELCTB
BEHHBIX CPEACTB AJS | KHBOTHBIX LUIst SKMBOTHBIX
JKHBOTHBIX :

1IK-5 3uarh: He 3naer: 3naer:

| 3HaHMEe W yMEHHe
BBIMOJTHEHHSA JTHIIEH-
3MpPOBAHUS  JIEATEIb-

MpOLERYpY JTHLIEH3H-
POBAHHS JICATENLHOC-
TH B cepe obpatie-

TPOTIe/lYPY JIMLEH3HPORA-
HUS  JEATCNBHOCTH B
chepe obparenns Jiekap-

JeATensHoCTs B chepe
obpallleHnst  srekapct-
BEHHBIX CpPEACTB s

HOCTH B chepe 00pa- | HHSL JIEKAPCTBEHHBIX | CTBEHHBIX CPEACTB  JUTS | JKHBOTHBIX

[IEHHA JIEKAPCTBEH- | CPEACTB Ui JKMBOT- | JKMBOTHBIX

HBIX CPEICTB st | HBIX :

JKUBOTHBIX Y™ern: He ymeer: Ymeer:
FOTOBUTH MAKET [0- | FOTOBHTH MAKET JOKYMEH- | JIMLUEH3HPOBAHUS jies-
KYMCHTOB AN MPOBE- | TOB A8 TMPOBEIEHHS | TeAbHOCTH B cdepe
AEHHS  JMLCH3HPO- | JIHLEH3UPOBAHMA JeATeMb- | o0pallleHHs  feKapcT-
BaHHA JEATEBHOCTH | HOCTH B cdepe olpaiue- | BEHHBIX CPEeiCTB /14
B cepe obpauienns | Hus JEKAPCTBEHHBIX | YKMBOTHbIX
JICKapPCTBEHHBIX CPEACTB AJ1 JKMBOTHRIX
CPEICTB IS KHUBOT-
HBIX

TK-6 3naTe: He 3naer: 3naer:

3Hanme TpeboBanus Poccuit- | tpeGosanmii Poccuiickoro | TpeGopamus — Poccwii-

Poccwuiickoro CKOTO 3aKOHOJATE/IL- | 3aKOHONATE/]bCTBA  OFpPe- | CKOFO  3aKOHOMATENb:

3aKOHO/IaTeIBCTRA CTBa OTPEAIAIONICTO | AENSMIOUIETO  OTBETCTBEH- | CTBA  OlNpEe/sionero

OHNpeaACIAOEro
OTBETCTBEHHOCTb
FOPHAOHYCCKHX  JTHLL

OTBETCTBEHHOCTE
IOPHAHYECKHX JIUL W
(puzHueckux mHIl 3a

HOCTE HOPHAHYECKHX JIMLL

W (UIMYEeCKHX UKL 34

HapywieHusi B cdepe

OTBETCTBEHHOCT KOPH-
JAUYECKWX JTHLL U (DH3U-

_YECKMX JIMU 33 Hapy- |
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IpodececHonain-
HBbI¢ KOMIICTCHIIHH

Hokasarenu
OCHABANNS

Kpurepnn oueHusanusi

HE 3aY41TECHO

3AYTEHO

H (OH3HYSCKUX JTHILL
38 HApyLISHUs B
cthepe oOpaLleHHs
JIEKAPCTBEHHBIX

CpeficTR  Jf  KH-

.Hapymeﬂnﬂ B cepe

obpartienus
JIEKAPCTBEHHBIX
CPeacTB JUIA KHUBOT-
HBIX

oOpallleHHs]  JIeKapcTBEH-
HBIX CPEICTB LTS YKHUBOT-
HBIX

meHust B cepe obpa-
LIEHMS JIEKAPCTBEHHBIX
CPeHeTB A1 SKHBOT-
HBIX

BOTHbIX

VYmerb:

MpUMeHATs TpeboBa-
Hug Poccuiickoro 3a-
KOHOIATENECTRA
ONpeesTsIIoLero
OTBETCTBEHHOCTD

FOPHIHHECKHX JTHIL M
| uzMUeckuX ML 3a

HapyiieHuss B cdepe
obpalleHHs JeKaper-
BEHHLIX CpPCACTB [JIsd
HKHBOTHbIX

He ymeerT:

NpUMEHATE  TpeGoBaHHH
Poccuiickoro  3akoHopa-
TENBCTBA ONPeNENAIOLIEro
OTBETCTBEHHOCTEL FOPHIH-
YeCKHX JIMIL U PU3HHECKHX
JMLL 32 HapylleHWs B
cepe obpalleHns aexKap-
CTBEHHBIX CPEICTB s
JKUBOTHBIX

Ymeert:

npuMensTh  Tpebona-
nug Poccuiickoro 3a-

| KOHOAATE/IbCTBA OlIpe-

JeNSOIero  OTBeTCT:
BEHHOCTE  FOpHHYEC-
KX JIAL W PH3HICCKUX
JMIl 32 HAPYTIEHHsS B
chepe obpatieHus
NeKapCTBEHHBIX
CPeAcTE i 3KMBOT-
HEBIX

4.3. llopsizok npoBejeHHst HTOrOBOH aTTEeCTALHH

3aueT MPOXOAHMT B BHIAC TECTHPOBAHUSI C ITOMOUIBIO BJIEKTPOHHOH CHCTEMBI KOHTPOI,
pacIoIOXKEHHOH Ha caiiTe 2IeKTPOHHOTO 00yUeHHS. 3a4eT [IPOXO/IUT B KOMIIBLHOTEPHOM Kilacce.
Teer dopmupyercs aBTOMATHYECKH, BONPOCH BHIOMPAIOTCH M3 3apaHee CO3NaHHOTO OaHka
BorpocoB. Ciydaiinemv o0pazom oTOupaercst 20 BOLIPOCOB, BAPHAHTEI OTBETOB PACHOJIATAIOTCS B
IPOH3BOIBHOM Mopsake. Ha BeImonHeHUe TecTa OTBOAMTCS 45 MHHYT. OlleHKa (GopMUpyeTcs

aBTOMATHYECKH. HpI’I

HEYAOBJIECTBOPHTECIIBHOM BBITTOJTHEHHHA

MPECOOCTABIACTCA [TOBTOPHAA UTOTOBAA aTTCCTAIlHA.

3aJaHusl CIIYLIATCIIIO




