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I'maBa 1
OO0mue moaoKeHus
1. Hacrosmmii Texanueckuii permameHT "O 06e30MacHOCTH BETEPHHAPHBIX JEKAPCTBEHHBIX CPEACTB" (majee
- Texandeckuil peryiaMeHT) onpenenseT 00a3aTeabHbIe TPeOOBaHUI KO BCEM IPOU3BOANMEIM (M3rOTABINBAEMBIM) U
BBO3MMBIM (MMIIOPTUPYEMBIM) Ha Tepputopuio KeIpreisckoii PecnyOnukm BeTepHHApHBIM JIEKapCTBEHHBIM
Cpe/CTBaM, MPOIIeCCaM HMX MPOHM3BOACTBA, XPAHEHUS, TPAHCIIOPTUPOBKH, pealM3alliy, IPUMEHEHUS U YTHIM3AHN

(YHUYTOXKEHHUS ).
IlepeueHp OOBEKTOB TEXHUYECKOTO PETYJIMPOBAHWS MPHUBEICH B HPUIOKECHUH | K TeXHUUECKOMY
perjamMeHTy.

2. BerepuHapHble JIEKapCTBEHHBIE CPEICTBA, IIOCTYIAIONIME B OOpAallleHHe, IOJDKHBI COOTBETCTBOBAThH
HacTosimeMy TexXxHHYecKOMy perjaMeHTy, a TaKkKe APYT'MM HOPMAaTHBHBIM IPAaBOBBIM aKTaM, JEHCTBHE KOTOPBIX
pacnpocTpaHsiercss Ha HuX. IIpu 5TOM BeTepHHapHBIE JEKapCTBEHHBIE CPEICTBA IOJDKHBI IPOWTH MPOLEXYPY
OLICHKH COOTBETCTBHS TPEOOBAaHMSAM HACTOAMIETO TEXHWYECKOTO peraMeHTa. BerepuHapHbBIE JIEKapCTBEHHBIE
CPEACTBA, HECOOTBETCTBYIOUIME TPEOOBAHMAM HACTOSINETO TEXHHYECKOTO pEeryiaMeHTa He JOJDKHBI OBITH
MapKHPOBaHbI 3HAKOM COOTBETCTBUS JAHHOMY TE€XHHYECKOMY PErNIAMEHTY M HE JOMYCKAalTCS K pa3sMEIEHHUIO Ha
PBIHKE.

3. Hacrosmmii TexHHYECKWH pETIIAaMEHT HE paclpOCTPaHSETCS Ha OIBITHBIE O0Opa3ibl BETCPHHAPHBIX
JIEKapCTBEHHBIX CPEJCTB, BBO3MMBIX I NPOBEACHUS TOCYJApCTBEHHOM PETHUCTpAIliM, a TakXKe Ha Ipenaparsl,
W3TOTOBJICHHBIE U3 TEHETUYECKH MOAUDUIIMPOBAHHOTO CHIPHSL.

4. B HacTosmeM TexHH4eCKOM periaMeHTe UCIIONIb3YIOTCS CIeIyIOIUe TOHIATHS U OIPEAETICHNUS:

AKTHBHBIH  (apManeBTHYeCKMil MHrpelHeHT (akTHMBHasi cyOcraHuus, (apManeBTHYecKas
cy0cTaHnusl, JelicTByIolee BelIeCTBO) - BEIIECTBO PACTUTEIBHOTO, >KMBOTHOTO, OHMOTEXHOJOIHYECKOI'O HIH
CHHTETHYECKOTO IPOMCXOXKACHUs, obnajnaromee (papMaKkoIOrHIecKOd aKTHBHOCTBIO, IpEIHA3HAYCHHOE JUIs
MPOM3BOJICTBA M N3TOTOBIICHNS BETCPUHAPHBIX JIEKAPCTBECHHBIX CPEACTB M Onpeessomee nx 3GphekTHBHOCTS;

anTe4vyHoe YYpexKIeHHe - BETCPUHAPHBIC allTEYHbIE CKIIAabl, AalITEKH, alITEYHbIE ITyHKTBI;

0e30MaCHOCTh BETCPHHAPHBIX JICKAPCTBECHHBIX CPEICTB, NMPOLECCOB NMPOM3BOACTBA M NPUMEHEHHS -
OTCYTCTBUE HENOIMYCTHMOIO PHCKA, CBS3aHHOTO C BO3MOXKHOCTBIO HAHECEHHS BpeJa KH3HH )KHBOTHBIM, 3J0POBBIO
4eNoBeKa U OKPYXKAIOLIEH cpelie;

0MoJIOTMYeCKH AKTHBHbIE BellecTBAa - BEIIECTBA PA3IMYHOTO IPOMCXOXKICHHS, SBISIONIUECS
MOTEHIMATbHBIMH UCTOYHUKAMH TIPH MOJTYICHUN BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB;

OpakoBaHHasl NPOAYKUMA - IPOAYKIUS, MOTEpsABIIAas KAa4eCTBO BCIICACTBHUE HEHAUICKAIIUX YCIOBUH
XpaHEHUs, IEPEBO3KH, HECOOTBETCTBYIOIIAs TPEOOBAHUSAM HOPMATUBHOM TOKyMEHTAIUH, O(UIATIFHO BEISBICHHAS
Y JOKyMEHTaJIbHO 3a(MKCUPOBAaHHAs;

0aJK-MPOAYKT - JO3MPOBAHHOE JIEKAPCTBEHHOE CPEICTBO, IPOIIEANICe BCE CTAIUHU TEXHOJIOTHYECKOTO
Ipolecca U3roTOBJICHUS JIEKapCTBEHHOTO MPenapara, KpoMe OKOHYATENIbHON YITaKOBKY;

BTOPHUYHAS YNIAKOBKA - YIIAKOBKA, B KOTOPYIO IIOMEINAETCS NEPBUYHAS YIIAKOBKA;

BO3BpalllcHHas NPOAYKLIMS - TOTOBas MNPOAYKLHMs, BO3BPALICHHAs NPEANPHUATHIO-U3TOTOBUTENO WU
TUCTPUOBIOTOPY;

BJIajJeJIel] PerHCTPANMOHHOIO YIOCTOBEPEHH - IOPUINYECKOE JIUII0, KOTOPOE OTBEUYAET 3a NPOU3BOJCTBO,
Ka4ecTBO, 6e301macHoCTh 1 3P PEeKTHBHOCTH BETEPHHAPHOTO CPEJICTBA;

BCIIOMOTraTelbHOEe BellecTBO - (DapMaKOIOTHYECKH HE AaKTHBHOE BEIIECTBO OPTaHMYECKOM WM He
OpPTraHUYECKOH MPHUPOIBI, KOTOPOE UCIIONIB3YIOT B MPOIEcce MPOM3BOCTBA JIEKAPCTBEHHOTO CPEJICTBA I IPUAAHUS
(HhUBUKO-XMMUYECKHUX CBOMCTB;

BHYTPUNPOU3BOACTBEHHbI KOHTPOJIb - (TEXHOJIOTHYECKHUH, MEKONEPAIIMOHHBII) BBITOTHIAEMBIH B X0/€
MIPOM3BOJICTBA C ILENBI0O KOHTPOJILI U B CIIydae HEOOXOTUMOCTH KOPPEKTHPOBKH IAPaMETPOB TEXHOJOTHYECKOTO
mpoIiecca JUIst TOTo, 9TOOBI IPOYKIMS COOTBETCTBOBAJIA YCTAHOBICHHBIM TPEOOBaHUM;

BBINMYCK MO MapaMeTpaMm - CcTeMa BBIITyCKa, KOTopast, 0a3upysch Ha nHpOpManny, COOpaHHO! B Iporiecce
NPOM3BOJICTBA, M Ha OCHOBAaHMH COOTBETCTBHMS KOHKDETHBIM TpPEOOBAaHUSM HaJUIeXkalleld HpON3BOJCTBEHHOM
MPAKTHKH B YaCTH BBIITYCKa 10 MapaMeTpaMm, NMPeJoCTaBiIsIeT rapaHTHH TOTO, YTO MPOIYKIHUs 00J1aiaeT TpeOyeMbIM
Ka4eCTBOM;

AOKJUHHYECKOe (HeKJIMHUYeCKoe) WccienoBaHHe - (U3MUECKoe, XHMMHYECKOoe, OHOJIOrHYecKoe,
MHUKpPOOHOJIOrHYECKOe, (hapMaKoIOTHIECKOE, TOKCUKOIOTHYECKOe U JIF000€ APYroe HCClef0BaHUEe, IIPOBOJIUMOE C
IEJTBI0 TIOTYYEHUS! HAy9HBIMU METO/IaMH OIICHOK M JJOKa3aTenbCTB 3¢ pexTrnBHOCTH 1 6€30MaCHOCTH BETEPHHAPHOTO
JIEKApCTBEHHOTO CPEJICTBA, HE BKIIOYAOIIEe SKCIIEPUMEHTOB Ha )KHBOTHBIX;

AUCTPUOBIOTOP - IOPUAWYECKOE JIMIO, KOTOPOE OCYIIECTBISET 3aKyNKy NPOAYKIHM Y IPOAABIA WIIH
MIPOM3BOIUTENS] M OPTraHM30BHIBACT €€ MOCIEIYIONIYI0 pPeaM3alli0 M0 PO3HWYHBIM IIEHAM B CETh AaNnTEeYHBIX
YUpeKACHUH, HA OCHOBaHHMH JOTOBOpa (KOHTPAKTa), MPH YCIOBHH COONIOIACHUS PETHMOHAIBHON SKCKIFO3UBHOU
NOJMTHKHA TIPOAABIa WM NPOWU3BOIAUTENS 3TOH NPOAYKUHMH. JIMCTPUOBIOTOP MOXET OCYIIECTBIATH CBOIO
JIeSITENBHOCTD KaK OT CBOETO, TAK U HE OT CBOET0 UMEHH, HO 3a CBOH cUeT;
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3asBHTeNb - IOPUAMYECKOE WIM (U3MYECKOe JIMIO, IIO/aBIIEe 3asBJICHHE Ha TI'OCYJapCTBEHHYIO
pEerucTpalvi0o ¥ MHOATBEPXKJEHHE COOTBETCTBHA BETEPHHAPHOIO JEKAPCTBEHHOro cpeacTtBa B KbIpreisckoit
Pecnybnuke;

HHCTPYKIHUSI 1O NPHMEeHEHHI0 - O(QHUIMAIbHO YTBEPXKICHHAs WHCTPYKLMS, NpHiaraeMas K eIUHUIC
YIaKOBKM BETEPUHAPHOTO JIEKAPCTBEHHOI'O CPEACTBAa, IpeJHA3HAadeHHas s CHENUaINCTOB U CoAeprKalias
nHpopManuio, HeOOXOAUMYIO JUISl TPAaBUIBHOTO IPHUMEHEHUS BETEPHHAPHOT'O JIEKAPCTBEHHOTO CPEJICTBA;

KAa4eCTBO BeTEPHHAPHOIO JEKAPCTBEHHOI0 CPeJACTBA - COBOKYIIHOCTb CBOWCTB, IPHAAOMINX
BETEPHHAPHOMY JIEKAPCTBEHHOMY CPEACTBY CIOCOOHOCTh YIOBIETBOPSTH IOTPEOHTENCH COTTIACHO CBOEMY
Ha3HA4YEHHIO U OTBEYATh TPEOOBAHUAM, YCTAHOBICHHBIM HOPMAaTHBHBIM JOKYMEHTOM;

KOHTAMMHALMS BeTEPUHAPHBIX JEeKAPCTBEHHBIX CPEACTB - CMCIICHWE HECKONBKHX BHOB, Pa3HBIX
cepuii/mapTHii BETEPHHAPHBIX JICKAPCTBEHHBIX CPEACTB WJIM MOAMEHAa OIHOTO BHIA NPOAYKIHWH IPYTHM IIpH
XpaHEHHH ¥ TPAaHCIIOPTUPOBAHHH;

MEKAYHAPOAHOEe He TNATEHTOBAHHOe HAMMEHOBAHME - YKOPOUYEHHOE HaydyHOE HAUMEHOBaHUE
BETEpUHAPHOTI'0 JIEKAPCTBEHHOI'O CPEACTBA HA OCHOBE aKTUBHOI'O HHIPEAUEHTA;

Ha/JIeskamasi 1adoparopHas npaktuka (Good Laboratory Practice, GLP) - mpaBuna opraHuzanuu
mporiecca M YCJIOBHM, NpH KOTOPHIX IUIAHUPYIOTCS, BBINOJHSIOTCS, KOHTPOJIHPYIOTCA JOKIMHUYECKHE
(HEeKJIMHMYECKHE ) UCCIIE0BaHMUS, PETYIINPYIOTCS, COXPAHSIOTCS U UX JaHHBIE JOKYMEHTAIBHO 0(hOPMIISIOTCS;

HaJJIeskamasi mnpousBoAcTBeHHasi mpakTuka (Good Manufacturing Practice, GMP) - mpasmia
MPOM3BOJICTBA BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA MPOMBIIIIIEHHOM NPEAIIPUSITHH;

He/l00poKaYecTBeHHbIE BeTepHMHAPHBbIE JIeKAPCTBeHHbIE CPeJACTBA - BETCPHHAPHBIC JIEKAPCTBEHHBIC
CpPEACTBa, HE IPUTOAHBIC K TPUMEHEHHIO, BCICICTBUE HECOOTBETCTBHS YCTAHOBJICHHBIM TPEOOBAHMUSIM;

NPOABH:KEHHE BeTEePHHAPHBIX JIEKAPCTBEHHBIX CPEJACTB - KOMIUIEKC MEpOIpPUITHH pPEKIaMHO-
MH()OPMAMOHHOTO ¥ MOTHBAIIMOHHOTO XapaKTepa, OCYIIECTBIIEMbIX (hapMalleBTHIECKIMU KOMITAHUSIMU;

NMPOMEKYTOYHAs TPOAYKIMSI - 4YacTU4HO oOpaboTaHHas NPOAYKLMs, KOTOpas JOJDKHA MPOWUTH
HOCJIEAYIOLINE CTaAUU TEXHOIOTUUECKOT0 MIPoLiecca MPEk e, YeM OHA CTaHET TOTOBOM MPOTyKIUEH;

NPOM3BOJNTE/Ib BETEPHHAPHOIO JIEKAPCTBEHHOI0 CpeACTBA - IOPUIUYECKOE JMIO, KOTOPOE
OCYLIECTBIISIET XOTsI Obl OJWMH M3 3TaloB IPOU3BOJCTBA BETEPHHAPHOIO JIEKAPCTBEHHOTO CPEJCTBA, BKIIOYAs
YIaKOBKY;

PerucTpanMoHHble JOKYMEHTBhI - KOMIUIEKT JOKYMEHTOB M MAaTe€pHajoOB YCTaHOBJIEHHOW CTPYKTYpHl U
CoJIeprKaHus, HEOOXOAMMBIX Ul HPUHATHS PEUICHUS O MENecOo00pa3HOCTH (HEIeIeco0OpasHOCTH) PETUCTPALUH
BETEPUHAPHOI'O JIEKAPCTBEHHOI'O CPEACTBA;

TEXHOJIOTHYECKUI perjaMeHT NPOM3BOACTBA - OCHOBHOW HOPMATUBHBIN JOKYMEHT, yCTaHABIWBAIOILUN
METOABI MPOU3BOJCTBA, TEXHOIOTMYECKHE HOPMATUBBI, TEXHUYECKHE CPEACTBA, YCIOBHS U MOPSAAOK NPOBEICHHUS
TEXHOJIOTHYECKOTO TIpoliecca B IPOHM3BOACTBE XHUMHKO-(hapMaleBTHUECKOW TNPOAYKIMH, OOeCHeYnBaOmNil
MOJIy4eHHE BETEPHUHAPHOTO JIEKAPCTBEHHOTO CPEJCTBA C IOKAa3aTesIMM KadyecTBa, OTBEYAIONIMMH TpPeOOBaHMAM
TEXHUUYECKUX YCIIOBUH;

TOpropasi HOMEHKJATypa BHeIIHeIKOHOMHYeckoil aesiTenbHocTH (nanee - TH B3J/) - cucrema
KJ1accu(UKaIMK TOBAPOB, UCIIONIB3YIOLIAsl CUCTEMY KOJIUPOBaHUA Uil 0003HAUYEHHS TOBAPOB U TPYII OJHOPOIHBIX
TOBApOB;

perucTpanusi BeTepUHAPHBIX JeKapCTBEHHBIX CPEICTB - MPOLEAYpa JOIMyCKa JIEKAPCTBEHHOI'O CPEAICTBA
JUIS )KUBOTHBIX B OOpAIlleHNe ITyTEeM OLEHKH U O(HINAIBLHOTO yTBEPIKICHNUS;

YHHYTOKECHHE BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTB - BO3ACHCTBHE HA JIEKAPCTBEHHBIE CPEJICTBA, HE
MPUTOTHBIE K IPUMEHEHHIO U (MIIH) AajbHeHmel nepepaboTke, HCKITIOYAOIee X UCTIOIB30BAHUE U JJOCTYII K HUM
YENI0BEKA U )KUBOTHBIX;

yIpaBJIeHHe PHCKOM - MPOLECC NPHHATUS U BBIIOJHEHHS pPEIICHHWM, HANpaBICHHBIX HAa CHIDKEHUE
BEPOSITHOCTH BO3HUKHOBEHUS HEOJIArONPHUATHOTO pe3yibTaTa i MUHUMH3AIHIO BO3MOXKHBIX TIOTEPb;

danbcnuuupoBaHHOe BeTepHHAPHOE JIEKAPCTBEHHOE CPEACTBO - BETEPHHAPHOE JIEKAPCTBEHHOE
CPEICTBO, HECOOTBETCTBYIOIIEE IO COCTaBY, CBOHCTBAM M JPYI'MM XapaKTepUCTHKAM OpPUTHHAIY WIN
BOCTIPOM3BEJICHHOMY JICKAPCTBEHHOMY CpEACTBY (TE€HEpUKYy), NMPOTHUBOIPABHO M MpPETHAMEPEHHO CHAa0XEHHOE
MOISTEHOM STHKETKOM;

IITAMM - 9UCTas KyJbTypa MHKPOOPTaHW3Ma, BBIACICHHAS U3 ONPEICIEHHOTO MCTOYHHUKA, OTIHNYAIOIIAsCS
OT APYTHX IPEACTaBUTEIICH BUAA U COXPAHSIONAs CBOIO XapaKTEPHUCTUKY B TCUCHHE JIUTEIHHOTO CPOKA XPAHEHUS.

5. Unentudukanms BeTepuHAPHBIX JIEKAPCTBEHHBIX CPEACTB.

1) Unentrdukaius BeTepHHAPHBIX JICKAPCTBEHHBIX CPEICTB MPOM3BOIUTCS MYTEM YCTAHOBICHUSL:

a) TOXKJECTBEHHOCTH HANMEHOBAHUSI BETEPHHAPHOT'O JIEKAPCTBEHHOTO CPEJICTBA;

0) pa3mepa napTuy;

B) JJaHHBIX CEPTU(HHUKAIMOHHBIX HCIIBITAHUM;

T) TOXIECTBEHHOCTH CBOHWCTB ((M3MUECKHX, XUMHUYECKUX, OHMOJOTHMYECKUX M HWHBIX) M METOAOB HX
WCTIBITAaHUS M H3MEPEHUS;

1) WICHTUYHOCTH HWH(GOPMAIMK O BETEPHHAPHOM JICKAPCTBEHHOM CPEACTBE, IMPEJICTABICHHON B BHIE
MapKHPOBKH Ha MOTPEOUTENBCKON yIIaKOBKE, HHCTPYKIMH IO IPUMEHEHHIO, cepTH(HUKaTa COOTBETCTBHUS;

e) konoB TH B3/I cormacHo mpuiioskeHuio 1 k HacTosimeMy TeXHUIeCcKOMY perjiaMeHTy.

2) UnenTnduxanns omacHOCTH BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB OCHOBBIBAETCS HAa aHAN3E M OIICHKE
KpHUTEpHEB pUCKa (BHIIBI, TOKA3aTEIN U KPUTEPHUU OIIACHOCTH) ITyTEM:

a) BBISBJICHHS XapaKTEPUCTHK BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB, KOTOPHIE MOT'YT BBI3BAaTh BPEIHOE
BO3CUCTBHE HA OPTraHU3M YEJIOBEKa;
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0) aHann3a BO3JECWCTBHS KAXKJOH M3 BBISBICHHBIX MOTCHUHUAJIBHBIX OMACHOCTEH HA OPraHW3M >KUBOTHBIX M
UX MOCIEACTBHH;

B) ONpPE/EIICHUS] MEp OIPaHUYEHHS BBISIBICHHBIX PHCKOB.

3) Ilpu aHanmM3e M OIEHKE pHCKa MICHTUQHULIUPYETCS BO3MOXKHOCTH BPEJHOIO BO3JCHCTBHS Ha XKHM3Hb H
310pOBbE JKUBOTHOTrO. Eciiu mMerolyiecs HayyHble UCCIEN0BaHUS HEOOCTATOUHBI [l OMNPEAETICHUS ero CTENeHH,
YIIOJIHOMOYEHHBIH opran KeIpreizckoil PecniyOnuku B 00iacTH BeTepUHApHKM MMEET IPaBO MPHUHSTH BPEMEHHBIE
MeEpHI IO YINpPABIEHUIO PHCKOM. BpeMeHHBIe Mephpl IO YNPaBICHHIO PHCKOM MEPECMATPUBAIOTCA B TEUCHHE
MHHUMAaJIBHOTO TIEPHO/Ia BpEMEHH, TPEOYeMOTro sl MOTY4EHHS HAYYHBIX JaHHBIX, IPOSCHSIIONINX CTETICHb PHUCKA.

4) NUnentndukanus OMacHOCTH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB OCYLIECTBIIICTCS HA BCEX ITamax
pa3pabOTKN HOBBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, BKIIFOUAs: TEXHOIOTHIO ITPOU3BOCTBA (M3TOTOBIICHHU),
OTIpEZIeTICHUE YCIOBUHM XpaHEHWs, NMEepedHs] IMOKa3aHWH, NMPOTHBOMOKA3aHUH, CIOCO0a MPUMEHEHUS M PEXUMa
JIO3UPOBAHUS JIEKAPCTBEHHOH (DOPMBI, BBISIBJICHUE BCEX HEXKENIATEIbHBIX PEaKLUi Ha OPraHUu3M >KUBOTHOTO, U TOMY
nogo0HOoe IS KaXKJOro STara >KU3HEHHOTO IMKJA JIEKapCTBEHHOI'o cpeicTBa. Bce BO3MOXKHBIE PUCKH JJOJDKHEI
OBITH UIICHTU(PHUIIUPOBAHEI.

I'naBa 2
Tpe6oBanus k npouneccaM NpPOU3BOACTBA, MADKHPOBKH, XpAHCHUS,
TPAHCIIOPTHPOBKH U YHHUYTOKEHHUS BeTePHUHAPHBIX JIEKAPCTBEHHBIX CPeICTB

6. BerepuHapHBIC JIEKapCTBEHHBIC CPEJCTBA, BBITYCKAacMbIe B OOpalieHHEe Ha TeppuTopuio KeIpreizckoi
PecnyOnmkn, mo mokas3aTensM KadecTBa JOJDKHBI COOTBETCTBOBATh TPeOOBaHWAM (hapMakoIeH, CTaHIapTOB,
MPHU3HAHHBIX AercTByomuMe B Keipreckoii Pecyomuike.

7. TpeboBaHusl K 0€30MACHOCTH CHIPHS, MCIIOIb3YEMOTO ISl IPOM3BOACTBA (M3TOTOBJICHHS) BETEPUHAPHBIX
JIEKapCTBEHHBIX CPENICTB!

1) CelppeM A7 W3TOTOBIICHHS BETCPHUHAPHBIX JIEKAPCTBEHHBIX CPEACTB SBIAIOTCS XHMHYECKHE H
(hapmaxonoruueckue CpejiCTBa, JEKAPCTBEHHBIC PACTEHUS, ChIPhE MHUHEPAIBHOTO MPOHMCXOXKACHHS, CIIOXKHBIC
cyOcraHuuy, OHOJNOTMYEeCKUE TKaHW, (EPMEHTBHI, JKMBOTHBIC, INPOAYKIHMS JKHMBOTHOTO W PACTHTEIHHOTO
MPOUCXOXK/ICHHSI, MHKPOOHMOJIOTMYECKOI0 CHHTE3a W JAPYrHe COeNUHEHHs, TpeOOBaHHS K KadeCTBY KOTOPBIX
ornpezeseHsl aeiictyromumu B Keiproizckoil Pecniyomnmke dapmakoneliHBIME HOpMaMu.

2) Ha craguu 3aroTOBKH JIEKAPCTBEHHOTO (PUTOCHIPHSI TPOBOAUTCS 00s3aTENbHBIN paliallHOHHbIA KOHTPOJIb.
CopTHpOBKa JIEKapCTBEHHBIX PAacTeHHi, X 00paboTKa MpeayCMOTpEeHbl TexHojorueil. JlabopaTtopHblii KOHTPOIb
MCKITIOYAeT HAJIMYUE IJIECEHH, SIIOBUTHIX pacTeHuit (claviceps purpurea tulasne, acroptilon repens, coronilla,
sophora n npyrue) u TOpakKeHHBIX YacTeH.

3) BezomacHOCTE NpOXOKEH, 3aKBAaCOK, (hepMEHTOB (IICTICHH, TAHKPEaTHH, TPUIICHH U Jp.), TPOOHOTHIECKUX
KyJIbTyp OOecHeynBacTCs MX HM3TOTOBUTEISIMH, @ K IPHUTOTOBICHHBIM W3 HHX IIPOM3BOACTBEHHBIM 3aKBACKaM,
CTEpUIIHBIM pAacTBOPaM, MUTATENBHBIM CpelaM Uil KyJIbTHBHPOBAHUS MHUKPOOPIaHU3MOB - TPEIbSBIAETCS
KOMIUIEKC TEXHUUECKHX TpeOoBaHuil. KoMIuleke TeXHUUECKUX TpeOOBaHMUIT BKITIOUAET: TPEOOBAHUS K IOMEILIECHHUSIM,
000pyI0BaHUIO, TEXHOJIOTHYECKUM IPOIleccaM M3TOTOBJICHUS! M KOHTPOJIS, COOII0ACHUE CIIEIMANIbHBIX CAHUTAPHBIX
SMHUIEMHOJIOTHYECKUX MTPABUI U HOPM, THTHEHHYECKUX HOPMAaTHBOB.

4) TpeOoBaHuUS K MPUMEHAEMBIM HHTPEJUCHTaM (PKEJIATHH, caXxapo3a, IIIF0K03a, MOJIOYHAs! CBIBOPOTKA, COJIb,
HATPHUIl JIMMOHHOKHCIBIN, OEeH30aT HATpHUA), HCIOIB3YEeMBIM IPH IMPOU3BOJICTBE BETEPHUHAPHBIX JIEKAPCTBEHHBIX
CPEJCTB, ONPEIENAIOTCS ASHCTBYIOIIMMH CTaHAAPTaMH U TUTHEHHYEeCKUMH HOPMaMH IO COJIEPKAHUIO0 TOKCHYHBIX
3JIEMEHTOB, AHTHOMOTHKOB, MHKOTOKCHHOB, OCTaTOYHOTO KOJHMYECTBA IIECTHIMIOB, pPAJUOHYKIHIOB |
MHUKPOOHOJIOTHYECKNX TIOKa3aTeeH.

5) YnakoBO4HBIE MaTepHaJbl, HCIIOIb3yeMbIe B INPOM3BOJCTBE BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB,
JOJDKHBI oOecrieunBaTh MX O€301IaCHOCTh M HEW3MEHHOCTh WACHTH(HUKAIMOHHBIX NPHU3HAKOB IIPHU OOpamieHnu
BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB B TEUEHUE CPOKA TOJHOCTH.

8. TpeboBaHus 6€30IACHOCTH TP MIPOU3BO/ICTBE (M3TOTOBIEHUN) BETEPHHAPHBIX JICKAPCTBEHHBIX CPEJCTB!

1) IIpou3BOACTBO (M3TOTOBNIEHNUE) BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBIIETCS B COOTBETCTBHH
¢ TpeOOBaHMAMH, YCTAHOBJICHHBIMH HACTOSAIIMM TEXHHUECKHUM PEriaMeHTOM U ACHCTBYIOIIMMHU CTaHIAAPTaMH B
cdepe BETepHUHAPHH.

2) IIpom3BOACTBO BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTB BKIIOYAET B CE0S BECh TEXHOJIOTMUYECKHHA
MpoIiecc, HaYMHAs OT MPHOOPETEHUS CHIPhS, BCTIOMOTATENbHBIX, YIIAKOBOYHBIX U MapKHPOBOYHBIX MaTEpPHAJIOB 10
M3TOTOBJICHHUS KOHEYHOTO MMPOAYKTA, €F0 MApPKUPOBKH U YITaKOBKH.

3) IIpousBoauTENN BETEPUHAPHBIX JEKAPCTBEHHBIX CPEACTB JOJKHBI OPraHM30BaTh MX IMPOU3BOJCTBO TaK,
4yTOOBI 00ECHEeYnTh ero 0e30IacHOCTh BHYTPH W BHE NPOW3BOJCTBEHHBIX ITOMEIIEHHWH, a TaKKe IMPEAyCMOTPETh
MpPEBEHTUBHbIE ACUCTBHS AJS HEAOMYIIEHUS BBIIYCKAa B OKPYXKAIOMIYIO Cpely HNOTEHLIMANbHO ONACHBIX BEILECTB,
MHUKpPOOPIaHU3MOB (TOKCHHOB), WX TEHETHYECKH MOAM(UIMPOBAHHBIX BapUaHTOB, MaTEpPHAIOB W BELIECTB,
UCIIOJIb3YEMBIX B IPOU3BOJCTBE.

4) Ipu paboTe ¢ >KUBBIMH MHKPOOPTaHM3MaMHU WJIM WX T€HETHYECKH MOAN(HUIIMPOBAHHBIMH BapHaHTAMHU
JIOJDKHA YYHUTBIBATBCSI WX CHOCOOHOCTh LMPKYJIMPOBAaTh B MOMYJAIUSAX JKUBOTHBIX, BEPOSATHOCTH PEBEPCHU
MATOTE€HHBIX CBOMCTB M BOZMOKHOCTh OOMEHA IreHeTHIeCKOi HH(popManuei ¢ MaTOreHHBIMA MUKPOOPTaHW3MaMH.

5) MukpoopraHu3Mbl, B TOM YHCJE TOJXy4E€HHBIE U3-3a pyOexa, MpeqHa3HadeHHbIC IS NMPOM3BOJACTBA
KOHTPOJISI KadecTBa MMMYHOJIOTHYECKUX BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEICTB, JOJDKHBI OBITh JTEIOHUPOBAHEI B
KOJIJIEKIIMH IITaAMMOB MHUKPOOPTaHU3MOB, HCITOIB3YEMBIX B BETEPHHAPHU.

6) Ha craguu mpousBojCTBa cienyeT HpeAycMaTpHBaTh Mepbl 10 NpeaynpexAeHHIo 3arps3HeHus. He
JIOIYCKaeTCsl M3TOTOBJICHHE BETEPHHAPHBIX JICKAPCTBEHHBIX CPEACTB MHUKPOOHOIOTHYECKOTO MPOHUCXOXKICHHS B
30HaX, WCIOJIb3YEMBIX JJIsI MPOM3BOJCTBA JPYTHX JIEKAPCTBEHHBIX cpeacTB. IIpu BhIOOpEe mMUTATENBHOM Cpeabl



CJeyeT YYUTBIBATh CEJIEKTUBHOCTb, MPO3PAYHOCTh U MPUTOAHOCTH Cpelbl sl cTepuinzanuu. OHa He JNOJIKHA
COJIEpXKATh BEIECTB, 00TaaI0IUX TOKCHYCCKIMU U aJUNICPTeHHBIMUA CBOWCTBAMH.

7) Ucnonb3yemble Ha NPOU3BOACTBE TEXHOJOTMUECKHE MMPOLECChl, a TaKKe MAHUMYJSLIUU C ChIPbEM,
MaTepualiaMH, PeaKTHBaMH, CyOcTpaTaMu, 00OpPYAOBaHUEM, MPOU3BOACTBEHHBIME IITAMMAMUA MUKPOOPTaHU3MOB,
YIaKOBOYHBIMU MaTEpHUATAMU TOJKHBI 00CCIICUUTh OE30MAaCHOCTD JJIs TIEPCOHAIA M OKPYKAIOIICH CPEIbl.

9. TpeboBanus 0€30MACHOCTH MPH U3TOTOBJICHUN BETCPUHAPHBIX JICKAPCTBCHHBIX CPEIICTB B BETCPUHAPHBIX
anTeKax:

1) MsroroBnenue u peanmsanys BETEPUHAPHBIX JEKAPCTBEHHBIX CPEICTB OCYIIECTBISIOTCS B BETEPUHAPHON
anTeKe I0 pelenTaM BETEepWHAPHBIX Bpadel AJIs OTACIBbHBIX JKHBOTHBIX HAa OCHOBE JIEKAPCTBEHHBIX CPEICTB,
3aperucTpupoBaHHbIX B Kelpreickoii PecryOnuke.

2) [lpu HW3rOTOBIICHNH BETEPHHAPHBIX JEKAPCTBCHHBIX CPEICTB B BETEPHMHAPHOI amTeke HE MOTYT OBITh
WCIOJIb30BaHbl HAPKOTHUUYECKUE CPEJNICTBA, IICUXOTPOIHbIE, CUIbHOACHCTBYIOLIUE U STOBUTHIC BEIIECTBA.

3) Peanu3anus 1 M3roToBICHUE OUOJIOTMYCCKIX TPEIAPaTOB B BETCPUHAPHBIX allTEKaX HE JTOMYCKAKOTCS.

4) MH3meputenbHbie MPUOOPHI U O0OPYAOBaHHE, WCIOJNB3YEMbIC IPH IPOU3BOJCTBE BETCPUHAPHBIX
JIEKapCTBEHHBIX CPENICTB, JOJDKHBI MUMETh TEXHUYECKHE MAaclopTa, COXPAHSIOIIUECS B TEUECHHE BCETO BPEMEHHU
JKcIuTyaTanuu. [leprHoandHOCTh WX KaauOpoBKH (TIOBEPKH) MODKHA OBITh YCTAaHOBJCHA W JOKYMCHTHPOBAaHA,
KaJTuOpOBKa JIOJKHA IPOBOJUTHCS B IUNIAHOBOM IMOPSIIKE.

5) PesymbraTel KOHTpOJIT O€30IACHOCTH BETEPHHAPHBIX JICKAPCTBEHHBIX CPEICTB PETUCTPUPYIOTCS B
KypHaie. XKypHan 1oipkeH ObITh IPOITHYPOBaH, MOCTPAHUYHO MMPOHYMEPOBaH, 3aBEPEH MOANHICHI0 PYKOBOIUTENS U
[1€YaThIO.

10. TpeboBaHMS K MapKUPOBKE, YITAKOBKE, U pac(hacoBKEe BETCPUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB:

1) MapkupoBKa BeTEepHHAPHBIX JEKAPCTBEHHBIX CPENCTB, COAepiKamas MHPOPMAIUIO IS MOTPEeOUTENs,
JTOJDKHA OBITH HAHECEHA HETIOCPEICTBEHHO Ha YIIAKOBKY M COJIEPKATHCSA B HHCTPYKIMH TTO IPUMEHEHHIO.

MapkupoBKa BeTCpHHAPHBIX JICKAPCTBEHHBIX CPEIICTB IO/DKHA COACPIKATh CICIYIONIYI0 HHPOPMAIIUIO:

a) Ha3BaHHUE JICKAPCTBCHHOTO CPEICTBA, C YKa3aHHUEM J03UPOBKU U JICKAPCTBCHHOHN (HOPMBI;

6) mepedeHb AaKTHUBHBIX BEIIECTB (OOLIETIPUHSATHIE HA3BaHMA), B KAUECTBEHHOM M KOJHMYECTBEHHOM
BBIPKEHUH, C YKa3aHUEM MX KOJIMYECTBA HA €IUHUILY JO3UPOBAHUS WM, B 3aBUCUMOCTU OT CrocoOa BBENEHUS, -
Ha eUHUILY 00beMa HJIM MaCChI;

B) JIeKapCTBeHHAs (hopMa ¢ yKa3aHHEM COACPKUMOIO B CIUHHIIAX MACChl, 00beMa MM MO KOJIUYCCTBY 103
JICKapCTBEHHOTO CPEJICTBA;

T) crioco0 IpUMEHEHNS;

) TIpH HEOOXOTUMOCTH, 0COOBIEe IPEAOCTEPEIKEHIS OTHOCHTEIIEHO BETePHHAPHBIX JICKAPCTBCHHBIX CPEJICTB,;

€) laTa UCTEYCHUS CPOKA TOTHOCTH (MECAIYTON);

’K) 0COOCHHOCTH XpaHCHUS NIPU HAJIMYUH TAaKOBBIX;

3) Ha3BaHUE U aIpeC OPTaHU3AIMU-TIPOU3BOTUTEIIS;

1) HOMEP TOCYAapCTBEHHON PETUCTPAIINH;

K) HAAMUCH "IJ1s1 BETEpUHAPHBIX LIeTei".

2) JlekapcTBEHHBIE CpEJACTBA, 3apETUCTPUPOBAHHBIE KaK TOMEONaTHYeCKHe, UMEIOT  HaJIuCh
"I"omeonaTuueckue".

3) BerepuHapHble JIEKapCTBEHHBIC CPEACTBA, IOJYUYCHHBIE M3 PACTUTENBHOTO CHIPbS, JODKHBI HUMETh
Haanuch "[lpoaykuus npouuia paadaluoOHHbINA KOHTPOJIb' .

4) CrepwibHBIC BETEpUHApHBIC JIEKAPCTBEHHBIC CpPEACTBA MOJDKHBI MMeTh Haamuch "CrepmisHO". Jlnms
WHBEKIIMOHHBIX BETCPHHAPHBIX JIGKAPCTBEHHBIX CPENCTB CIEIYeT yKa3blBaTh CIIOCOO BBENCHHS: "BHYTPHUBEHHO',
"BHYTpUMBIIIEYHO", "MOAK0XHO". Eciin MHBEKIMOHHOE JIEKAPCTBEHHOE CPENCTBO MOMKET BBOAMTHCA BCEMHU
crioco0amm, TO yKa3bIBaeTCs "Il HHBEKIUH'.

5) IIpu pacthacoBke BeTepUHAPHBIX JIEKAPCTBEHHBIX CPEACTB "OaNK-MPOAYKT" HA YIaKOBKE HOMOTHHUTEIEHO
YKa3bIBalOT HAWMEHOBAaHWE OPTaHU3AlMU-TIPOU3BOJUTENII W €ro aapec, HAaUMEHOBAHHWE OpraHHU3AINH-
MPOU3BOIUTENS, OCYIIECTBISABIIETO pac(acoBKy, ero ajpec u Haamuch '"pacdacosano". Homep cepun
pachacoBaHHOTO BETEPHUHAPHOTO JIEKAPCTBEHHOTO CPEACTBA JOJDKEH COOTBETCTBOBATH HOMEPY MPEANPUSITHS,
OCYIIECTBIISIONIETO ero pachacoBKy. JlaTa M3rOTOBIEHUS W CPOK TOAHOCTH HUCUHCISIOTCS OT JAaThl U3TOTOBJICHHS
"Oank-npoaykra'.

6) Ecnm nuio ocymecTBIsSET TOJBKO YIAKOBKY JIGKAPCTBEHHBIX CPENICTB M OMOJIOTHUYECKUX TPEnaparos,
UCIIOJIE3YEMBIX B BETCPUHAPUU, HA YIIAKOBKE JOIOIHHUTEIHFHO YKa3bIBAIOT HAMMEHOBAaHUE OOBEKTa MPOU3BOJICTBA,
€ro ajJpec U HAUMCHOBAHHE FOPUAMYCCKOTO WIH (PU3MUECKOTO JIMIA, OCYIMICCTBISIONICTO YIIAKOBKY, €ro aapec u
HaAmuCh "YnakoBaHo'".

7) JomyckaeTcsi Ha MEPBUYHBIX YNAKOBKAaX yKa3blBaTh TOJBKO Ha3BaHHUE JIEKAPCTBEHHOI'O CPENCTBa, HOMEP
CEpUU U CPOK TOAHOCTH. Takue MepBHYHBIC YITAKOBKHA OOS3aTENBHO JIOJKHBI OBITH IMOMEIICHBI BO BTOPHYHYIO
YIaKOBKY.

11. TpeGoBaHus K XpaHEHHIO U IIEPEBO3KE BETEPUHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB.

1) BerepuHapHble JeKapCTBEHHBIE CPEACTBA JIOJDKHBI XPAaHUTHCS B CIECIHMATU3UPOBAHHBIX CKIAJICKHX
MTOMEIIEHUMX, 00eCTIeYNBAIONINX OE30MMaCHOCTh U COXPAHHOCTh KAY€CTBEHHBIX MOKA3aTEICH.

2) XpaHeHue, TiepeBO3Ka BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTB JOJDKHBI 00ECIIEUNUTh MX COXPAHHOCTH C
y4eTOM (PU3NKO-XUMUYECKUX, OMOJOTHIECKHX, (apMaKOJIOTHIECKIX, TOKCHKOJIOTHIECKIX CBOMCTB.

3) Ilpennpusartus, OCYIIECTBISIIONINE MPOU3BOACTBO BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB, JOJKHBI
pacroyiaraTh ~ COOTBETCTBYIOIIMIMH  ITOMEIICHUSAMH, OOOpYIOBaHHEM U HWHBCHTapeM, OOCCIICYHBAOIIIM
0€30MaCHOCTh U COXPAHHOCTh CBOWCTB BETCPUHAPHBIX JICKAPCTBEHHBIX CPEACTB NPU MX XPAHCHUH U OTITYCKE.



4) OcHOBHBIMH (haKTOpaMH, ONPEICISIOUIMMH BO3MOXKHOCTh BOSHUKHOBEHHUS OIIACHOCTHU VISl OKPY KaromeH
Cpebl, )KUBOTHBIX, JIML, IPUMEHSBIINX BETCPUHAPHBIC JICKAPCTBEHHBIE CPE/ICTBA, MOT'YT OBITh:

a) HecoOJII0IeHNE TEMIIEPaTyPHBIX PEKUMOB XpaHEHHS BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB;

0) obe3nMuMBaHNEe IPOIYKIUH;

B) MOBPEXICHNE MPOAYKIIMHU ITPH TPAHCTIOPTHPOBAHNY;

T') HapyIICHHE MPAaBUJI U3TOTOBIICHUS, HA3HAYEHHsI B IPIMEHEHUH NIPEIapaToB;

1) HapylIeHne TpeOOBaHMH 0E30MIaCHOCTH PH YHUYTOXXCHUH BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEICTB.

5) Jnsa wuckmodeHWs (AaKTOpOB pHCKA B 3JaHMAX MNPEANPHUATHH, OCYMIECTBISIOIINX MPOHU3BOICTBO
BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTB, MHODKHBI OBITH  IPEAYCMOTPEHBI CKJIAQJCKHE, TOPrOBBIE U
aJIMIHNCTPATUBHO-OBITOBBIC TIOMEIICHHS, OOBEINHEHHbIC B OJHOM CTPOSHHHU MM PACHOJIOKCHHBIE B HECKOIBKHX
3/IaHMAX, OTBEYAOIINE YCTAHOBICHHBIM TPEOOBAHHAM.

6) Cxuajickue OMEIeHHUS] JOIDKHBI OBITh Pa3/ieIeHbl Ha CIIETYIONINE YIaCTKHU:

a) 30Hy NPUEMKH U OTIIyCKa MPOTYKIUH;

©0) 30HY /111 OCHOBHOT'O XpaHEHHsI BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJCTB;

B) 30HY JUIsl XpaHEHUS BETEPHHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB, TPEOYIOMIMX 0COOBIX YCIOBHH XpaHEeHUS;

T') KAPaHTUHHYIO 30HY.

7) B3pbIBOOMIAaCHbIE M JIETKOBOCIUIAMEHSIIOIINECS BELIECTBA JIOJKHBI XPAHUTHCS B OTJCIHHOM ITOMEIIECHHU B
COOTBETCTBHH C yCTAHOBICHHBIMHU TPEOOBAHMSIMH IPOTHBOIOXKAPHOH 0€30MaCHOCTH.

8) BO3MOHOCTh ZOCTyNa MOCTOPOHHUX JIMI] B TIOMEIICHUS, PEAHa3HAYCHHBIE 11 NMPHEMa, COPTHPOBKH,
XpaHeHHs, KOMIUIEKTAINH, OTITyCKa M OTIPY3KH BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTB, JOIDKHA OBITh HCKITIOYCHA.

9) Cxnazsckue MOMEIIEHHUS, B KOTOPBIX XPAHITCSl BETCpHHAPHBIC JICKAPCTBEHHBIE CPENICTBA, HOJDKHBI HMETh
TEPMOMETPBI, TUTPOMETPBI WIIM MICUXPOMETPBI, KOTOPHIE pa3MEIIalOT Ha CepeinHe BHYTPEHHEH CTEHBI TOMEIICHNS,
BIAIM OT HarpeBaTeNbHBIX MpuOOpoB U nBepeid. [lokasarenu >THX NpUOOPOB JOIDKHBI  €KEIHEBHO
PETHCTPUPOBAThCS B CHELUAIBHOM ypHalle OTBETCTBEHHBIM JIMIIOM. KoHTponupyoire npudops! T0KHBI OBITh
cepTH(UIMPOBAHBI ¥ KATMOPOBAHbI B YyCTAHOBJICHHOM IOPSIJIKE.

10) BerepuHapHBIe JIeKapCTBEHHBIE CPEACTBA JOJDKHBI XPaHUTHCS Ha CTENIaXKaX, MOAJOHAX, IMOJIKAaX, B
mkadax ¢ NPUKPEIUIEHHOHN CTeJUTa)KHOW KapTOH C yKa3aHWEM HaMMEHOBAaHUS JIEKApPCTBEHHOIO Ipernapata, CepHH,
CpOKa FOHOCTH.

11) Ha mo0om ydacTke XpaHEHHsI IOJDKHO OBITh JOCTaTOYHOE KOJIMYECTBO KBAIH(DHUIIMPOBAHHOTO
MepcoHaa, YToObI 00eCTIeYnTh COXPAHHOCTh BETEPHHAPHBIX JIEKAPCTBEHHBIX CpeAcTB. IlepcoHan NOmKeH MponTH
o0yJeHNe Ha[UIe)KaIeH MpakTHKe XpaHSHHMs, TPOLeAypaM U MepaM 0e30acHOCTH.

12) Ilepconan moipkeH coOONIOAATH MpaBWiIa JUIHOW TMTHEHBI, BKJIIOYAs HCIIOJIb30BAHHE CIICIHATIbHON
OJICK/IBI M HHANBUYaIbHBIX CPEACTB 3aIIUTHI.

13) He nomyckarorcst k paboTe iHia ¢ NpU3HAKaMH 3a00JI€BaHMUs, OTKPBITBIME pPaHAMH, IIOKa COCTOSHHE UX
3JI0POBBSI MOXKET OBITh MPUYMHON PHCKa KOHTAMUHAIIMH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB.

14) Bce nepemMeriieHust BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEACTB PETHCTPUPYIOTCS JOKYMEHTAIBHO.

15) He noanexar mpueMKe BeTepHHApHbIE JEKApPCTBEHHBIE CPEJCTBA M JIPYTHe TOBApbl, C HCTEKIIMMH
CpPOKaMH TOJHOCTH, HE COOTBETCTBYIOIIME TPEOOBAHMAM K KadyeCcTBY M 0e€3 JOKYMEHTOB, yJOCTOBEPSIOIIMX HX
Ka4ecTBO.

16) BerepuHapHble JieKapCTBEHHBIE CpEACTBa, TpeOylolne OCOObIX YCIOBHH XpaHeHHs (HampuMep,
coJieprKaliie HapKOTHYECKHE CpEeICTBa, IICHXOTPOINHBIE, CHJIBHOJCHCTBYIOIIME M  SJOBUTHIE BEIIECTBA,
JIEKapCTBEHHBIE TIPETIapaThl, U XPaHEHHUsI KOTOPBIX HEOOXOMMBI 0COOBIE TEMIIEPATyPHBIE YCIOBHS), HEOOXO MO
XPaHHTb OTAEIHHO OT JIPYTUX BETEPUHAPHBIX JIEKAPCTBECHHBIX CPE/CTB.

17) Jna obecniedeHns: COXpaHHOCTH, Oe3omacHOCTH, H(P(EKTHBHOCTM M KayecTBa BETEPHHAPHBIX
JIEKapCTBEHHBIX CPE/ICTB TPAHCIIOPTHPOBKY HEOOXOANMO OCYIIECTBIIATH B YCIOBHUSIX, YTOOBI:

a) He OblTa yTpadeHa BO3MOXKHOCTD UX MJICHTU(DHUKAINH;

6) He ObUIM KOHTAMHUHHUPOBAHBI APYTUMH JIEKAPCTBEHHBIMHU CPEICTBAMHU (HO3MPOBKAMH), BEIIECTBAMHU H
caMy He KOHTAMHUHUPOBAJIH;

B) OBUIM NPUHATB COOTBETCTBYIOIIME MEPHI MPEJIOCTOPOKHOCTH IS TPENOTBPAIICHHS TOBPEXKACHUH H
XHIICHUI;

r) ObUIM 3amIUIICHBI W HE IOIBEPTaINCh UYPE3MEPHOMY BO3AEHCTBHIO (DaKTOPOB BHEUTHEHW CpEIbI
(TemmepaTypa, CBET, BIaXXHOCTH) M JPYTUX OTPHIATENBHBIX (PAKTOPOB.

12. TpeboBaHus K 00OpaleHNIO BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB:

1) Cpok XpaHeHHs ¥ pealIn3aliy YCTaHABIMBACTCS NPEAIPHUSATHSIMA-U3TOTOBUTEISIMH.

2) Cpok peanuzalii He MOXKET YCTaHaBJIMBATHCS MPOAABIIOM M IPEBHIIATE CPOK XPAHEHMS HJIM TOJHOCTH
MPOTYKIIUH.

3) buornornueckue mpenaparsl BETEPHHAPHOTO Ha3HAUYEHHsI JIOMYCKAIOTCS K peajM3alli TOJBKO B paMKax
Mep MO MPOTUBOJCUCTBHUIO BO3HMKHOBEHHMS M pacHpOCTpaHEeHUs OOJe3HEH IKUBOTHBIX, YTBEPKIAEMBIX
TOCYAapCTBEHHOW BETEPUHAPHOM CITYXKOOH.

4) BerepruHapHBIe JIEKapCTBEHHBIE CPEJICTBA HE IOMYCKAIOTCS K peaiu3alyi, B CIyJasx:

a) UCTEYCHHS CPOKa TOTHOCTH;

0) HaTM4WS SIBHBIX IPU3HAKOB ITOPYH;

B) OTCYTCTBHSI JOKYMEHTOB MPOM3BOJIMUTEINS, IOATBEPKIAIONIMX HX MPOHUCXOXKAECHHE W B OTHOLICHUH
KOTOPBIX OTCYTCTBYET HH(popManus;

I) HECOOTBETCTBHS NPEJACTABICHHOH HH(GOPMALMK, W NPH HAJIWYMKM OOOCHOBAHHBIX IIOJIO3PEHUH B
(anscupuKay JOKYMEHTOB, MOATBEPKIAIONINX X POUCXOKICHHE;



JI) HECOOTBETCTBHSI MJIM OTCYTCTBHSI MapKHUPOBKH, COJCPIKaIlCi CBEICHUs, NMPEAyCMOTPEHHbBIE HACTOSILUM
TeXHUYEeCKUM PEeraaMeHToM;

€) HapyIIECHHUs] ¥ HErepMETUYHOCTH YIaKOBKH;

’K) OTCYTCTBUSI CepTH(UKATa COOTBETCTBHS M/ TOCYJapCTBEHHOM PErnCTpann.

5) BerepuHapHble JI€KapCTBEHHBIE CPEJCTBA, HAXOIsIIMecs B OOpAIleHWH, a TaKkKe IPOLECChl HUX
MPOM3BOJICTBA (M3TOTOBJICHUS), peali3aliy, IPUMEHEHHNS, XPaHEHUS, TPAHCIIOPTHPOBKH JIOJDKHBI COOTBETCTBOBATH
TpeOOBaHUSM, YCTAHOBICHHBIM HACTOSAIINM TEXHUIECKAM PETIaMEHTOM.

6) OOpameHne BeTepUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, COJAEP)KAIIMX HAPKOTHIECKHE CPENCTBa,
TICUXOTPONHBIE W CHJIBHOICHCTBYIONINE BEIIECTBA, peryiaupyercss 3akoHoM Keipreckoit Pecrybmmkm "O
HApKOTHYECKHUX CPEACTBAX, ICHXOTPOIHAIX BEIIECTBAX U MPEKypcopax”.

7) OnieHKa 6€30MaCHOCTH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB IS JKUBOTHBIX JOJDKHA IPEyCMaTPHUBATh
CJIC/TYIOLIIHE PUCKH:

a) HECOOTBETCTBHE COCTaBa, OT/JEIbHBIX KOMIOHEHTOB W (WJIM) HMHBIX HMHIPEIUEHTOB BETEPUHAPHOTO
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM HOpMaM;

0) HecoOJIOJeHHE TIPaBHJI HCIIOJNB30BaHUS BETEPHHAPHOTO JIEKAPCTBEHHOI'O CPENCTBA, YKAa3aHHBIX B
MHCTPYKIIMH 10 €r0 NPUMEHEHUIO;

B) TOSBIICHHE OCJIOXHEHUH M 1MOO0OYHBIX 3((deKToB, HECMOTpPsS Ha HCIOJIb30BAaHHE BETEPHHAPHOTO
JIEKapCTBEHHOTO CPEJICTBA 110 HA3HAYCHHUIO B PEKOMEH/IyEMbIX /103aX;

I) BO3HHUKHOBEHHE TOKCHKOJIOTHYECKOH OMAcCHOCTH AJISI XHMBOTHBIX, a TAKXKE JIIO/CH, HAXOAAIIMXCS B
KOHTAKT€ C XMBOTHBIMH;

JI) BO3HHKHOBEHHE OMOJOTMYECKON OINMACHOCTH NS JKUBOTHBIX MPH HCIOJIB30BAHUM MMMYHOJIOTHYECKHX
BETEPHHAPHBIX JICKAPCTBEHHBIX CPEICTB;

€) TPEBBINICHHE HOPM OCTAaTKOB COJICPXKAHUS BETEPHHAPHBIX JICKAPCTBCHHBIX CPEICTB B OpPTraHU3ME
JKHUBOTHBIX.

8) BerepuHapHble JIeKapCTBEHHBIE CPEICTBA JIOJDKHBI XPAaHUTHCSA OTJAENBHO OT OJKUBOTHBIX H
’KUBOTHOBOJYECKOH MPOIYKIIUU.

9) omxeH BECTUCh YUeT IPUHATHS U OTILyCKa BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB.

13. Pucku, BO3HUKAIOIINE IPU IPUMEHEHUH BEeTepUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB!

1) BerepuHapHble JIeKapCTBEHHbBIE CPEICTBA, a TAaKXKe ChIphE B IPOLECCe NPOU3BOJCTBA M NPHUMEHEHHS
MMEIOT CIIEYIOIINEe PUCKH NIPUYMHEHNS BPEa 30POBBIO M JKH3HU KUBOTHBIX, JTIOJCH, TPUMEHSIOIIUX ITPOAYKIHIO
JKMBOTHOBOJICTBA, CIIEIIMAIUCTOB, OKA3bIBAIOIINM BETEPHHAPHYIO TIOMOIIb:

a) CBsI3aHHBIC C HECOBEPLICHCTBOM Pa3padOTKH BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB;

0) cBsA3aHHBIE C HECOBEPIIEHCTBOM TE€XHOJOTHYECKHX MPOLECCOB, CUCTEM KOHTPOJIS MOKa3aTelIel KadecTna,
3¢ GeKTUBHOCTH 00eCTIeYNBAIOIINX 0€30MaCHOCTh BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB;

B) 3aBUCAIIUE OT MPUMEHSIEMOTO ChIPhs, KOMIIOHEHTOB, XUMUYECKUX BEIECTB, CYOCTAHIINMT;

F) CBs3aHHBIC C 3arpsA3HECHUEM, KOHTaMI/IHaI_II/ICf/i IPpOAYKIIUN MMOCTOPOHHUMHU BKIKOUYCHUSMU,
MUKpPOOPraHu3MamMu Ha CTaAuU U3TOTOBJICHUA,

1) CBSI3aHHBIC C 3arpS3HEHUEM OKPY)KAIOIICH CPe/bl ¥ BO3MOKHBIM HH()UIIUPOBAHUEM JKUBOTHBIX M JIFOJEH
BbIOpOCAMH  NIPOM3BOACTBEHHBIX OTXOJOB MpPHU MPOM3BOACTBE, B IMPOLECCe YTHIM3ALMH BETEPUHAPHBIX
JICKapCTBEHHBIX CPEACTB,

€) MCIOJIb30BAaHNUS JIMI[aMHU, HE NMEIOIUMH CIEINAIbHOTO 00pa30BaHMs, OTbITa PAOOTHI, HE COOJIIOAAOIINX
HOPM aceNTUKH U aHTHCENTHKY;

) OT HEOCTOPOKHOCTH NPUMEHEHHS (pa30pbI3ruBaHue, ONaJaHue B T1a3a, OKPYKAIOIIY IO CPEay);

3) IPUMEHEHUs BETEpPUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB C N3MEHEHHBIMU CBOHCTBAMHM B ITPOILIECCE XPAaHEHHS
(HecobmroieHre TeMITepaTyPHBIX PEXUMOB, BO3IEHCTBHE (PU3NIECKUX, XUMUUECKHX (DAKTOPOB);

M) BBI3BIBAIONINE OCIOKHEHUS M TSDKENBIE MOCJIEACTBHS y TPHUBUTHIX JKUBOTHBIX OWMOJIOTHYECKHMHU
IpernapaTaMy Py HAJTMYUHU Y HUX JJATEHTHBIX (OpM TedeHUs HH(DEKINH;

K) BO3HHUKAIOIINE MOCTIe IPUMEHEHUS OMOIOTHYECKUX MPEnapaToB )KUBOTHBIM, MOJBEPTHYTHIM (PU3NIECKUM
U KIUMaTHYeCKUM (haKTopam;

J) CBS3aHHBIE C W3MEHEHHEM CBOWCTB BETCPHMHAPHBIX JIEKAPCTBEHHBIX CPEACTB, NPH HAPYUICHUU
TPaHCIIOPTUPOBAHHUS,

M) CBs3aHHBIC C HCIIOJIB30BAHHUEM (paHBCI/Iq)I/IHI/IpOBaHHBIX JICKapCTBEHHBIX CPEACTB U HECOOTBETCTBYIOMIUX
TpeOOBaHMUIM O Ka4eCTBY XUMHUYECKUX U OMOJIOTHYECKUX KOMIIOHEHTOB;

H) NIPUYHMHEHUS BPEAa KHM3HU U 3/I0POBBIO JIIOJEH, IPUMEHSIONNX B MUY NMPOAYKINIO XKHBOTHOBOJICTBA,
COJIEPIKaIIyI0 OCTATOYHBIE KOJIMYECTBA BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB.

2) CHIKeHHe BBIIMIETIEPEYNCIICHHBIX PHCKOB JI0 MHHUMAJIBHOTO YPOBHS U WX NPEIyNpPEXICHUE JOJDKHEI
OCYIIECTBIISITHCS:

a) Ha CTaguM pa3pabOTKHM U TPOU3BOJCTBA IIOCPEICTBOM COBEPIICHCTBOBAHUS KOHCTPYKTHBHBIX
0COOEHHOCTEH MpernapaToB, MO3BOJISIONIETO YIAYYLUIUTh CHeHU(PHYECKIEe CBOWCTBA M CTA0OMIBHOCTD IIPENaparToB;

0) myTeM cOOJIOJIEHUs] YCTAaHOBIEHHBIX M Pa3pa0OTKH HOBBIX METOJIOB KOHTPOJS KadecTBa MPOAYKIIWH,
MNPUMEHUTECIIBHO K YCJIIOBUAM IIPOU3BOACTBA M TEXHUYCCKHUM CPEACTBAM, TCXHOJIOTMYECKUX, CaHUTAPHO-
TUTUCHUYCCKHUX, MI/IKpO6I/IOJ'IOFI/I‘-IeCKI/IX, OMOXUMHYECKUX METOOOB HCCICAOBAaHHUA W KOHTPOJA KadeCTBa
MMPOAYKIINH, IMTO3BOJIAOIIUX ITOBBICUTH 0€30IaCHOCTh U Ka4eCTBO MIPOAYKIINH,

B) myreM oOecrieueHHs O€30MaCHOCTH  TNPOAYKIMM 33 CYET TPpUMEHEHHUs Oe30macHoro Hu
cepTH(HUIMPOBAHHOTO 110 IOKA3aTEIsIM KauecTBa CHIPbsl, KOMIOHEHTOB, XUMUYECKHX BEIIECTB;
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r) CcoOJIIOAEHHEM CaHWUTAPHO-3MHUAEMHUONIOTHYECKUX TIPaBMJI M HOPM, TEXHOJIOTHYECKHX IPHEMOB,
NpodUIaKTHYECKUX MEP U CPEICTB 3aIIMTHI MMPOJYKIMU Ha BCEX dTANax IPOU3BOJCTBA, YTO ITO3BOJHUT MCKIIOYUTH
KOHTaMUHALIMIO ITPOIyKINH TOCTOPOHHUMH IIPUMECSIMU M TIOBBICUT €€ 0€3011aCHOCTb;

JI) 32 CYeT NPOW3BOJCTBEHHOT'O IPOIECCa, KOTOPBII HEOOXOJMMO OPraHW30BaTh TAKUM 00pa3oM, YTOOBI
obecrieyuTh ero 6€30MacHOCTh BHYTPU U BHE ITPOM3BOACTBEHHBIX TIOMEIICHHH, U TIpelyCMaTpUBaTh NPEBEHTHBHbIE
JeHcTBUSA JUIsI HENONMyILEHHUs BBHINYCKa B OKPYKAIOIIYK cpely IOTEHLIMATbHO OIACHBIX MHUKPOOPIaHU3MOB
(TOKCHHOB), UX T€HETHYECKH MOANGHUINPOBAHHBIX BAPHAHTOB, a TAKXKE MAaTEPHAJIOB M BEIECTB, HCIOJIB3YEMBIX B
MPOU3BOJICTBE U IIPU YHUITOKCHUH MIPOLYKINH;

1) coONroeHNeM WHCTPYKTUBHBIX TPEOOBAHWH IO MPUMEHEHUIO, CBS3aHHBIX CO CIIOCOOAMH M METOJaMHU
HCTIONIb30BaHMS BETEPUHAPHBIX JICKAPCTBEHHBIX CPEZICTB;

K) COONIONCHWEM YCJIOBHH XpaHEHWS BETEPHUHAPHBIX JICKAPCTBEHHBIX CPEACTB, YTO IIO3BOJIUT CHU3UTH
BO3MOJKHBIE PHCKH, CBSI3aHHBIE CO CHIDKEHUEM 3()(heKTUBHOCTH U OE3BPEHOCTH NPENapaToB;

J) HA3HAYEHHEM BETEPHHAPHBIX JIEKaPCTBEHHBIX CPE/ICTB MTOCIIE TIIATENBHBIX KIMHUYECKUX U Ja00paTOPHBIX
UCCIIEIOBaHNH, KOTOPBIE O3BOJISIT CHU3UTh BOBMOYKHBIE PHCKH, CBS3aHHBIE C OCIIOKHEHUSIMU Ha (POHE MMEIOLIEeHCs
CKpPBITOW MH(EKINY;

M) COOJIIOJICHHEM WHCTPYKTHBHBIX TpeOOBaHHI 110 MPUMEHEHHIO BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB C
YYETOM BO3MOXKHBIX (DPaKTOPOB, BIMSIOIIUX HAa OPraHU3M >KUBOTHBIX, YTO MO3BOJHUT CHU3UTH PUCKH OCJIOXHEHHH,
BO3HUKAIOIIUX B PE3YJIbTATE NIEPErPEBAHMS, IIEPEOXIIAKICHUS OPraHu3Ma, (PU3NUECKUX Harpy30K;

H) COOJIFOICHHEM COOTBETCTBYIOIINX MPABHII, TEMIICPATYPHBIX PEXKUMOB TIPH TPAaHCIIOPTHPOBAHHH;

0) CBOEBPEMECHHBIM OOHapyXeHHeM (aabCH(UINPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, YTO IO3BOJHT
n30eXaTh OCIOXKHCHWH W NPHUYMHEHHS BpPEAa 370POBBI0 KXHMBOTHBIX OT INPHUMEHEHUs (halbCHU()UIMPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB.

14. TpeboBanus k 6€30M1aCHOCTH IPUMEHEHHS BETEPUHAPHBIX JICKAPCTBECHHBIX CPEICTB:

1) Ilpu npuMeHeHUH BEeTepUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, UCIOIB3YEMbIX B BETEPHHAPUU HEOOXOAUMO
NPUHAMATh BO BHUMaHUE OCHOBHBIE TpeOOBaHMUs O€30MaCHOCTH, CBS3aHHBIE CO CIEIYIOMINMH PUCKAMHU:

a) BO3HUKHOBEHHE OCJIOKHEHHUH Y )KUBOTHBIX, MPUBOASIINX K UX THOEINH;

0) Hea(PEKTUBHOCTH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB 10 MPUYMHE UX Ka4eCTBa WM HENPaBUIBHOTO
Ha3Ha4YeHHs (TUarHo3a).

2) Ilpu Ha3HAYCHUM BETEPUHAPHBIX JEKAPCTBEHHBIX CPEACTB HEOOXOIMMO YIUTHIBATh AUArHO3 3a00IeBaHus,
BUJI M BO3PACT XHMBOTHOTO, JO3UPOBKY, KPaTHOCTh NPHUMEHEHHA M JUINTEIBHOCTh Kypca JedeHus. Heobxommmo
MPEeTyCMOTPETh BO3MOXKHBIE MEpBHI O IPENOTBPAIICHHUIO PA3BHTHS NMOOOYHBIX PEAKIMH W B3aHMMOJICHCTBHE C
JpYTMMHU BETEpUHAPHBIMH JIEKAPCTBCHHBIMH CPEACTBAMU.

3) HeoOxogmmo cobmromaTb CpoK  TpenyOOHHOW  BBIAEPKKH  KHBOTHBIX M HCIIOJIB30BAHHA
JKMBOTHOBOIYECKOH MPOIYKIUH IOCIIE IPUMEHEHHUSI BETCPUHAPHOTO JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHH C
TpeOOBaHUSIMH, YKa3aHHBIMH B MHCTPYKLUH 1O IIPUMEHEHUIO BETEPHHAPHOTO JIEKAPCTBEHHOT'O CPEJICTBA.

4) Joboe mUpUMEHEHHWE BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEACTBA JOJDKHO JIOKYMEHTHpPOBATHCS, C
yKa3aHHEM Ha3BaHUS BETEPUHAPHOTO JIEKAPCTBEHHOI'O CPEJCTBA (HAMMCAHHOTO Ha 3TUKETKE), HOMepa CepuH, J1035l,
MyTH BBEACHUS; HWACHTU(PHUKAIMK KMBOTHOTO(BIX), IOJYYMBIIErO(MX) JICKAPCTBEHHOE CPEACTBO; MPUYNHBI
Ha3HAUEHHs BETEPHHAPHOTO JIEKAPCTBEHHOTO CPEICTBA M MOIMMCH Juna (JIUI[), HA3HAYMUBIIETO W NPUMEHHUBIIETO
BETEPUHAPHOE JIEKAPCTBEHHOE CPEJICTBO, a TAaKXKE CpPOKa MPEeayOOWHOW BBIIEPHKKHU JUIS CEbCKOXO3SIHCTBEHHBIX
JKMBOTHBIX U (MJIM) MCIIOJIb30BaHMS )KHBOTHOBOAYECKOH MPOTYKIIUH.

5) JlomKeH BecTHCh JOKYMEHTAJBHBIM ydeT HPUHATHIX M OTIYHICHHBIX BETEPHHAPHBIX JICKApCTBEHHBIX
CPEACTB.

15. TpeboBannst 06€30MaCHOCTH K IPOIECCY YHHUUTOXKEHHUS (YTHIN3AIMs) BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpPE/CTB:

1) BerepuHapHbIe J€KapCTBEHHBIE CPEACTBA C MCTEKIIMMH CPOKAMH TOAHOCTH U (aibcH(UIUpPOBAHHEIC,
MIPHU3HAHHBIE 110 pe3yIbTaTaM JIAb0PaTOPHBIX UCCIIEIOBAHUN ONACHBIMHU IS )KUBOTHBIX, MTOAJIEKAT YHUITOXKEHHUIO.

2) [Jlo mpuHATHSA pelIeHHs O JdanbHeiIeM HCIONb30BaHHN BETEPHHAPHBIE JIEKAPCTBEHHBIE CPEICTBA
BPEMEHHO M3BIMAIOTCS U3 000pOTa U XPaHATCS B MECTaX, HCKIIOYAIOIIUX JOCTYI K HUM.

3) YHHYTOXXEHUE BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISIETCS C COOMIOICHUEM 00s3aTeIbHBIX
TpeboBanuii 3akona Keipreizckoit PecrryOmmku "OOmmii TeXHUUECKUH perJaMeHT 10 00eCTIEYeHHIO SKOIOTHIECKOM
6e3omacaoctr B Keipreckoit Pecybmmke".

4) VHHUYTOXKEHUE BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB MPOBOAUTCS KOMUCCHOHHO, B HPHUCYTCTBUH
BIAJENbl[a BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB U 3a ero cuer. Komwuccus co3gaercss yHOTHOMOYEHHBIM
OpraHoM B 00JIaCTH BETEPHHAPUH U BKIJIIOYAET B COCTAB HE MEHEE 5 YEJIOBEK.

5) PesynbTaTsl paboThl KOMUCCHU O(OPMIIIOTCS] aKTOM, B KOTOPOM YKa3bIBAaIOTCS: J]aTa, MECTO yTHIIN3allNY;
COCTaB KOMHCCUU MO YTWIN3alUM; OCHOBAHUE I YTHJIU3ALUM; CBEJICHHS O BETEPUHAPHOM JIEKAPCTBEHHOM
CpPeICTBe, C YyKa3aHWEM JICKApCTBCHHOW (OPMBI, ITO3UPOBKH, CIUHWIEI H3MEPEHHS, CEpHUH U KOJIWIECCTBE
YTHIN3HPYEMOTO0 BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEACTBA, HAUMECHOBAHMSA MPOM3BOIUTEINS; HAMMEHOBAHUS
BJIaJIeJIb1Ia BETEPUHAPHOTO JEKAPCTBEHHOTO CPECTBA; CIIOCO0 YTHIN3AIHH.

6) Ilpouenypa yHHUYTOXKEHHS BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEICTB, MCIIOIB3YEMbBIX B BETCpPHHAPHUH, HE
JIOJDKHA BIIMSITH HA 0€30TIaCHOCTS JIFOJIEH, )KUBOTHBIX U 3aIPS3HATH OKPYKAIOIIYIO CPELy.

7) Meponpustis o 00s3aTeNbHOMY 00e3BpeKMBaHUI0 (00e33apaXUBAHIIO) BETEPUHAPHBIX JICKAPCTBEHHBIX
CPE/CTB, NPEICTABIAIONINX ONACHOCTh JUIS 3/10POBbSl JKMBOTHBIX M UEJIOBEKA, MPOBOISITCS IPU 00sS3aTeILHOM
NPUCYTCTBHH TOCYIAPCTBEHHOTO BETEPUHAPHOI'O HMHCIEKTOPAa COOTBETCTBYIOUIEH TEPPUTOPHU W IPEACTaBHUTEINS
YIOJTHOMOYEHHOI'O OpraHa 10 OXpaHe OKPY’KaroIlel Cpeabl.
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I'nmaBa 3
OneHka COOTBETCTBHSA

16. OueHka COOTBETCTBUSI BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB OCYILIECTBIISIETCS B CIIEAYIOIHX (popmax:

1) rocyaapcTBEHHON perucTpaIuy;

2) rocyJapCTBEHHOTO0 BETEPUHAPHOTO HA/30Pa;

3) 00s3aTeTbHOTO MOATBEPIKICHNSI COOTBETCTBHSI.

17. TocymapcTBeHHAsT peTUCTpanys BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB SBISETCA OOS3aTENbHOW I
IOPUANIECKUX U (U3MUECKUX JIMI, OCYLIECTBIIIOIIX IIPOU3BOACTBO, PEAN3aIUI0, HCIIOIb30BaHNE, @ TAK)KE BBO3
Ha Teppuropmio Ksiprerckoir PecmyOnnkn BeTepHHApHBIX JICKAPCTBEHHBIX CPEACTB, NPHUMEHSIEMBIX C IIEIBIO
Npo(UIAKTHKY, THATHOCTUKH W JICYCHHS )KUBOTHBIX.

18. TocymapcTBeHHass peruMCTpamysi BETCPUHAPHBIX  JIEKAPCTBEHHBIX  CPEICTB  OCYIIECTBIISCTCS
YIIOJIHOMOYEHHBIM opranoM Keipreizckoii Pecry6nnku B 061acTu BETepUHAPHU.

19. TTopanok rocyaapcTBEHHON PeruCTpaLuu:

1) s rocyjapCTBEHHOM perucTpaliii BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB 3asBUTENb NPEJCTABIACT B
yIOJHOMOYEHHBIH opran Keipreickoit PecriyOnmuky B 00JlacTH BETEpHHApUU CIEIYIOIINE PETHCTPALlMOHHBIC
JIOKyMEHTHI B JIByX 9K3eMILIIpax:

a) MUCHMO-TIpE/ICTAaBICHHE, Ha (PUPMEHHOM OJIaHKe, 10 opMe COrNacHO NPHIOKEHHI0 2 K TeXHHYecKoMy
peTJIaMeHTy;

0) 3asBIECHHE Ha TOCYJAPCTBEHHYIO PETMCTPALMIO BETEPHHAPHOTO JIEKAPCTBEHHOTO CpeAcTBa IO (hopme
COTJIACHO HPHJIOKEHUIO 3 K TeXHNYEeCKOMY periaMenTy;

B) K 3asBJICHHUIO TpHUJIAraeTcs IMEepedyeHb JIOKYMEHTOB, YKa3aHHbIH B HPWIOKECHUH 4 K TexHHYeCKOMY
perilaMeHTy.

2) AHann3 PErHCTPAIMOHHBIX JOKYMEHTOB OCYIIECTBISETCS CIICIHAINCTOM 10 PETHUCTPAIIMH BETEPHHAPHBIX
JIEKapCTBEHHBIX CPE/ICTB, B TCUEHHE TPEX pabouux AHEH.

3) YnomHomoueHHsbIH oprad Keipreizckoii PecryOnnku B 001aCTH BETEpHHAPUH OTKa3bIBAET B PETHCTPALIUK
BETEpUHAPHOTI'0 JIEKAPCTBEHHOI'O CPECTBA B CIydae:

a) MPEeOCTaBJICHHs HEIIOJTHOTO MaKeTa JOKYMEHTOB;

6) HCHOJB30BaHUS B COCTaBe MNPOAYKIMU BEIIECTB M MaTepHasoB, 3alpeIleHHBIX K IPUMEHEHUIO B
Keipreizckoii PecriyOiike;

B) NIPEAOCTABJICHHS 3asIBUTENIEM HEJOCTOBEPHBIX CBEICHUI.

4) Ilpn MoONHOTE W TOCTOBEPHOCTH PETMCTPAlMOHHBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH opraH KeIpreizckoi
PecnyOnmkn B 00/1acTi BETEpUHAPHH 3aKIIIOYAET JOTOBOP C 3asSBUTENIEM Ha FOCYAAPCTBEHHYIO PETUCTPALIUIO.

5) OpnH 3K3eMIUIIp PETHCTPAIMOHHBIX JOKYMEHTOB BMECTE C 3aKJIIOYCHHEM OHKCIIepTa HaIlpaBiIIeTCs
PYKOBOIUTENIO yIIOJTHOMOYEHHOTO opraHa Keipreisckoit PecyOnnku B 06macTu BeTepuHApHU.

6) Bropoii 3K3eMIIIsIp perucTpalMoOHHBIX JOKYMEHTOB HAINpaBIIsieTCsl B UCTIBITATEIbHYIO TaOOpaTOpHIO IS
MPOBECHUS PErHCTPAIIMOHHBIX UCIIBITAHUI.

7) PeructpannoHHBIE HCIBITAaHUS MPOBOIATCS B COOTBETCTBHM C METOAAMU KOHTPOJIS BETEPUHAPHOIO
JIEKapCTBEHHOTO CPEJICTBA.

8) B ciiyuae oTCyTCTBHS HEOOXOJMUMOTO OOOpYJOBAaHUS U HMCIBITAHWS BETEPHHAPHBIX JIEKApCTBEHHBIX
CPEICTB, PETHCTPALMOHHBIE JOKYMEHTHl C 00pa3laMH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB HAINPABISAIOTCS B
3apyOeXHBIE aKKPEIUTOBAHHBIE JTAOOPATOPHUH HAa OCHOBAHHH COTIIACOBAHHOTO JOTOBOPA.

9) Pe3ynbTaThl perucTpanioHHBIX NCTIBITAHUN O(QOPMIIIOTCS IPOTOKOJIOM.

10) Bce pacxo/sl, cBA3aHHBIE C IPOBEJCHUEM PETUCTPALIMH OTUIAYNBAIOTCS 3asIBUTEIIEM.

11) Ipouecc nmpoBeaeHNs TOCYJapCTBEHHOW PErHCTPallii BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEJICTBA CO JAHS
MOAA4YM TOJHOTO KOMIUIEKTa PErHCTPallMOHHBIX JIOKYMEHTOB O BBIJAauMl PETHCTPALIMOHHOTO YAOCTOBEPEHHS
3asBUTEIIO, OCYIIECTBISIETCS YIOJHOMOYEHHBIM opranoM KeIpreisckoil PecriyOumku B oOnacTu BeTepHHapHUH, B
CPOK 10 4 MecSIIeB.

12) Ha ocHOBaHUM pelLIeHUs] pyKOBOAUTENS YIOIHOMOYeHHOTo oprana Keiprezckoii Pecriyonmuku B obnactu
BETEpUHAPUH O PETUCTPAllMd BETEPHHAPHOTO JICKAPCTBEHHOTO CPEJCTBA, BBIJACTCA PErHCTPAIMOHHOE
YAOCTOBEpEHUE CPOKOM Ha 5 JIeT 1Mo GopMe COTIACHO NPUIOKEHUIO 5 K TeXHuUeCKOMY perfaMeHTy.

13) B Teuenne cpoka ASHCTBHS TOKYMEHTa O TOCYAapCTBEHHON PErHCTPALliy 3asBUTENb 0043aH cO00IIaTh 0
JMIOOBIX W3MEHEHHAX, KOTOPBIE IPEAINoaraloT BHECTH B PErHCTPALMOHHBIE JOKYMEHTH, M TIPEIOCTaBIATH
MCYEPNBIBAIONIYI0 HHPOpMANHUIO O IPUYMHAX ITHX U3MEHEHWH U UX BIMSAHUM Ha 3(QEKTUBHOCTH, O€30IaCHOCTh U
Ka4eCTBO 3apernCTPHPOBAHHOIO JIEKAPCTBEHHOTO CPEJCTBA, B TOM dYHCJIEe 00 M3MEHEHHHM TEXHOJOI'MH M MecTa
MPOU3BOJICTBA.

14) 3a Tpu Mecsina 10 OKOHYAHUS CPOKa JIEHCTBHS TOKYMEHTA O TOCYIapCTBEHHOH perucTpaiu, 3asBUTENb
BIIpaBe MOJATh 3asBJICHUE HA PETHCTPAINIO JIEKAPCTBEHHOT'O CPE/ICTBA Ha HOBBIH CPOK.

15) 3apeructpupoBaHHOE BETEPUHAPHOE JIEKAPCTBEHHOE CPEICTBO BHOCHUTCS B TOCYAAapCTBEHHBIH peecTp
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEICTB, YCTAHOBJICHHBIM HACTOSIIUM TEXHHYECKMM periIaMeHToM, 1o (opme
COTJIACHO HNPMIIOXKEHHIO 6 K TeXHHIecKoMy perjiaMenTy.

20. YmomHoMoueHHBIH opraH Keipreickoit PecnyOnmkn B oOmactu obecniedeHus 6e30macHOCTH B cdepe
oOpamieHnss BETepUHAPHBIX JEKAPCTBEHHBIX CPEICTB OPTraHM30BHIBACT CHUCTEMY HAa30pa, KOTopas obecredmBaeT
cienyoliee:

1) cOop, oOpaboTka, perucrpanus ¥ aHaau3 HHOOpPMAIUK O MOOOYHBIX JCHCTBUSAX, BBISBICHHBIX IPH
NPUMEHEHNH BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB;

2) oOpaboTka 1 Hay4yHasl OLIEHKa IT0JIy4eHHON MH(pOpMAIHK;
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3) mpuHATHE HAa OCHOBAaHWM NOJYYCHHOW HMH(OPMAIMK PEUICHUs O NMPUMEHEHHM WJIM 3alpere JaHHOTO
3apeTUCTPUPOBAHHOTO BETEPUHAPHOIO JIEKAPCTBEHHOI'O CPENICTBRA;

4) obmeH nHpoOpManuei 1Mo rocyJapcTBEHHOMY HaA30pPY, B TOM YHCIIE C aHAJIOTUYHBIMH CUCTEMaMH JIPYTUX
CTpaH;

5) myOyMuHas JOCTYITHOCTD AaHHBIX 110 TOCYAapCTBEHHOMY HaJ30DYy.

21. Ilopsmok mpoBeneHHs TOCYAapCTBEHHOIO Haj3opa ycraHaBinuBaerca IIpaBurensctBoM KeIpreizckoit
PecrryOmmkn.

22. O6s3aTenbHOE MOATBEPKACHHE COOTBETCTBHS BETEPHHAPHBIX JICKAPCTBEHHBIX CPEICTB IPOBOAWUTCSA B
(hopme cepTuduKaIim.

Ceprudukanyus BETCpUHAPHBIX JIEKAPCTBEHHBIX CPEACTB SIBIACTCA O00A3aTEIBHOM M TNPOBOAWTCS Ha
COOTBETCTBHE TPEOOBAHMAM, OOECIICUNBAIONINM O€30MaCHOCTh BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJNCTB, a TAKXKE
3¢ PEKTUBHOCTD MX JIEHCTBHS B COOTBETCTBUY C HA3HAUCHHEM.

23. Ceprudukanuu NoajeKaT BETepUHApHbIE JEKAPCTBEHHBIE CPEICTBA (Iajee - MPOIYKIMS) CEpHIHOTO
MPOU3BOJICTBA WIIM UX TApTUH, TIpeTHa3HAYECHHbIE sl peann3aiuu Ha reppuropun Keipresckoit PecyOnuku.

24. Ilpm ceptudUKalMy BETCPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB, NPUMEHSIOTCS CIEOYIOIUE CXEMBI
cepTH(hUKALNN:

1) cxembl ceprudukanuu 1-5 TPUMEHSIOTCS NpPU CepTU(PUKAIMK TPOAYKIHMH, CEPUHHO BBIMYCKacMOW
M3TOTOBHUTENEM, CXEMBI 0, 7 - TIpH CepTUUKANN MAapTHH (€AMHUYHBIX W3EIHH) MPOAYKIMHN, KOT/Ia IPOU3BOICTBO
WIK pean3aiysi IPOIyKIIUH HOCST Pa30BbIil XapakTep (mprIokeHue 8);

2) cxeMsl 1-4 pekoMeHTyeTcsl IPUMEHSITh B CIEAYIOINX CIydasx:

a) cxeMy | - U191 MMIIOPTHOW M OTEYECTBCHHOW CEPHHHO BBITyCKAEMOH NPOAYKIMH, NPU YKa3aHUU B
KOHTPAKTe KOHKPETHOTO MOJydaTels (I0Jb30BaTeNsd), B KPAaTKOCPOYHBIX KOHTpakTax (He Ooixee 12 mecsmeB) -
KOHKPETHOTO 00BbeMa mocTaBisieMoil mpoxykuuu. CepTudukaT BbIIAeTCs MOCiae NPOBEACHUS UCIBITAaHUN oOpasma
MPOAYKIIMH 10 Hayasla MOCTaBKM, HA CPOK 10 OJHOrO roja. JlaHHas cxema JOJKHA MPUMEHATHCS B CIIydasx, Korjaa
nojy4arensd (TOJb30BaTeNb) MPOAYKIMM OyZEeT MMETh BO3MOXKHOCTh OCYIIECTBIIATH KOHTPOJb MOCTYMaroIien
NPOJIYKLUH, WU NPOBEPSTH COOTBETCTBUE IMOCTyHAIOUICH MPOIYKIHH MPEACTaBICHHOMY 00pasly, YTO JOJDKHO
OBITH yKa3aHO B KOHTPAKTEe Ha MIOCTaBKY;

0) cxeMy 2 - UIs UMIOPTHOW MPOAYKIIMH MPH TOJATOCPOUYHBIX (0OJiee OJHOrO To/a) KOHTPaKTaxX WU
MOCTOSIHHBIX ITOCTaBKaX CEPUUHOI MPOAYKIMHU MO OTACIBHBIM KOHTPAKTaM, C Bblaueil cepTuduKara COOTBETCTBHS
Ha CPOK JI0 TPEX JIET U BHIIOJTHEHNEM HHCIIEKIIHOHHOTO KOHTPOJIS C CIOIBb30BaHNEM 00pa3IOB MPOAYKIHH, B3ATHIX
y nponasua. [locTaBku NMPOAYKIIMH JOJDKHBI OCYIIECTBIATHCS HANpPSIMYyIO MPOHU3BOAUTENEM JIHOO O(HIMAIBHBIM
MPEICTaBUTEIIEM IIPOU3BOANTEILS;

B) CXeMy 3 - JuIi CEepUHHO BBITyCKaeMOH NpPOIYKIMH, NMPEJHA3HAuYCHHON Al HEOIPENESNICHHOTO Kpyra
notpeduTeneld. M3roroBuTenh MOIDKEH MNPENCTaBUTH JI0KAa3aTENbCTBA CHCTEMATHYECKOTO KOHTPOJS IPOIECCOB
MPOAYKINH, IPOBEICHHUS MPUEMO-CAATOYHBIX HCIBITAHUN KaKJOW MapTHH NPOAYKIMH W BBIIAYH JTOKYMEHTOB
(macropToB UM cepTU(HUKATOB), MOJTBEPHKAAIOIINK 0€30MACHOCTh KaXKI0H MaPTUH NPOIYKIINH;

) cxeMy 4 - TIpH TeX K€ YCIOBUAX, YTO U IPU CXeMe 3, HO IPU HE0OXOANMOCTH BCECTOPOHHETO U JKECTKOTO
MHCTIEKIIMOHHOTO KOHTPOJIA MPOIYKIMU CEPUHHOIO NPOU3BOJACTBA, BBHITyCKaeMOMl I HEONpPEeIesIeHHOTO Kpyra
norpebuTenei, eciau Oe30MacHOCTh MPOAYKIIMM 3aBUCHT OT YCJIOBHHM TPAaHCIOPTUPOBKM M XpaHEHUS, U Y
M3TOTOBUTENSI OTCYTCTBYET COOCTBEHHAs MCIIBITaTeNbHas aboparopus. CepTu(uKaT COOTBETCTBUS BBIAAETCS Ha
CPOK JIO /IBYX JIET;

J) CXeMy 5 pEKOMEHAYETCS NMPUMEHSTH INPH CEePTUPUKALNM TPOAYKIMHM HA IPEANPHATHH, HUMEIOIIEM
CHCTEMY Ka4yecTBa, C BbIJadel cepTuduKara COOTBETCTBHUS Ha NMIPOLYKIUIO HA TPH T0J1a;

€) cxeMbl 6 M 7 peKOMEeHIyeTcs NPHMEHsTh, KOTAa IPOU3BOJICTBO, MOCTaBKa WM pealn3alys JaHHOW
MPOIYKIUH HOCST PA30BbIi XapakTep (apTusi, eAMHIYHAS IPOIYKIIH);

) M0 cxeMe 6 MpOM3BOIATCS HCHBITaHHMsA 00pasnoB (0Opas3ma), B3STHIX OT MapTHH, a MO cxeme 7 -
WCTIIBITaHUS KaXI0T0 00pasia;

3) cepTU(HKAT COOTBETCTBHUS IO cxeMaM 6 M 7 BBIJAETCSl CPOKOM 0 OJHOTO T0/a, C Y4eTOM CPOKOB
TOZHOCTH, YCIIOBHM XpaHEHHUs, HCIIOJIH30BAHUSA M BOZMOKHOCTH peau3aliii JAHHOW MPOIyKIUH;

1) cxeMsl 2a, 3a 1 4a peKOMEHIyeTCs] IPUMEHITh BMECTO COOTBETCTBYIOIINX cXeM 2, 3 U 4, eciu 3asgBHUTEINb
HE MOJXKET MPEICTaBUTh OpraHy Io cepTHHUKanuu HHOOpMAIMI0O 00 YPOBHE M COCTOSHHH IIPOWM3BOICTBA
MPOAYKINH, 00ECIIEYNBAIONINX CTAOMIBHOCTh MapaMeTpoB OE30MacHOCTH, B PE3YyJIbTaTe 4ero s NPOBEIACHHUS
cepTudUKanny HEO0OXOIUMO OCYIIECTBUTh AaHAINW3 COCTOSHHS IPOM3BOACTBA. JIjIsi CEpHHHO BBITYCKAeMOM
cepTH(UIMPYEMOH IPOIYKIMH, WMEIONIed OrpaHWYEHHBIH CPOK TOJHOCTH WJIN XpaHEeHHMs, TpeOyromen s
COXpaHEeHHs1 0€301TaCHOCTH CTPOTOr0 COOJIOICHUS YCIOBUI TPAaHCTIOPTHPOBAHUS M XPaHEHHUS T0JDKHA TPUMEHSThCS
ToJBbKO cxeMa 4a. [Ipu npoBeieHnN HCHBITaHUH 0TOOP 00Pa3IOB JIOIKEH OCYLIECTBISITHCS KaK Y H3TOTOBUTEIIS, TaK
U B HE MeHee 3 MyHKTaX peanu3alui;

K) cxema 6a mpexycMaTpHBaeT MPOBEACHHE IIOCHE BBIAAYM CEPTH(HKATa COOTBETCTBHS WHCIEKIIMOHHOTO
KOHTPOJISI 32 CepTUGHUIMPOBAHHOHN POIYKIHEH ITyTeM MPOBEICHIS NCIBITAHUI 00pa3IoB, B3ATHIX U3 TAPTHH.

CxeMsbl cepTu(UKaIUH IPUBECHBI B IPHIOKEHNHN 7 K HacTOAImeMy TeXHHIeCKOMY perilaMeHTy.

25. CxembI 00s13aTeNFHON CepTH(GHUKAINN U3 YUCIIAa TIPUBEACHHBIX IPUMEHSIOT B IPOLEAYPaX CepTUHUKAIIH
MPOAYKIIMH OPTaHOM IO CEepTH(HKANNU, C Y4eTOM CHEeIU(pHUKH MPOAYKLIMH, €€ MPOM3BOJICTBA, OOpameHus u
MIPUMEHEHUS.

26. Jlns TPOAYKUMH CEpUHHOTO MPOM3BOJCTBA, BBHIYIIEHHOH B NepHOA JIEHCTBUS cepTudUKara
COOTBETCTBHS Ha JIAHHYIO NMPOAYKIHMIO M HAXOJSIIeics Ha peajn3aliy y MoCTaBIIMKa (TpoaaBLa), CepTUHUKATHI
COOTBETCTBHS C MCTECKIIMM CPOKOM JICHCTBHS (BBIIaHHBIC Ha CEPUHHOE NMPOM3BOACTBO M3TOTOBUTENIO) CUUTAIOTCS
JICHCTBUTENBHBIMU 10 OKOHYAHUS CPOKA FOJHOCTH UM TapaHTUITHOTO CPOKA XPAHEHUS MPOIYKIUU.
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27. IlpaBuiia mpoBeeHUs cepTH(UKALMN:

1) 3asBuTEND:

a) HOJaeT 3asBKYy Ha NPOBEJCHUE CepTH(UKALMU INPOAYKIMH, C yKazaHueM HH(opmanuu o0 oObemax
NPE/ACTAaBIsIEMON Ul CepTU(HMKALMK NapTHH MPOAYKUMH WM 00 o0beMax NpOM3BOAMMOW (WJIM BBO3UMOW)
NPOJIYKUIUM Ha OCHOBAaHUM 3aKJIIOUYEHHBIX KOHTPakToB. Besi mHpopmanms o0 oObeMax NPOXYKLIMH JaeTcsi B
HaTypallbHOM BBIPa)KCHUH;

0) BEIOMpaeT cxeMy cepTUUKAIIH;

B) OIUIAYHMBAET CTOMMOCTD Pa0OT 110 cepTU(HUKAII;

T) IPEICTABIACT TEXHMUECKYIO JOKYMEHTAIHIO N3TOTOBUTEIIS;

1) TIPEACTABISIET JOKYMEHTBI CHCTEMBI KadecTBa (IPH HAIMYMH) U APYTUE JTOKYMEHTHI, B 3aBUCHMOCTH OT
CXEMBI CepTUPHUKAIINN;

€) IPe/ICTaBIIeT KOHTPAKT Ha TIOCTAaBKY HPOIYKIMHU (€CJIM HE00X0MMO);

K) TIPEJICTABIIIET TOBAPOCOIPOBOIUTEINILHBIE JOKYMEHTBI - JUIsl BBO3UMOH MPOTyKIINY;

3) NPEACTAaBIsIET NPOTOKOJIBI WM JOKYMEHTHl 00 HCHBITaHMSAX (C Y4E€TOM CpPOKOB HX IIPOBEACHHS),
OCYIIECTBIICHHBIX TIPH IOCTAHOBKE MPOAYKIMH Ha TIPOU3BOJICTBO, WIM JOKYMEHTHI 00 MCIBITAHHSX, BBITIOJTHEHHBIX
AKKPEIUTOBAaHHBIMU OTEYECTBEHHBIMH HIIM 3apyO€KHBIMH HCIIBITATEIbHBIMH J1a00PATOPUSIMH, MOJTBEPKAAIOIINE
COOTBETCTBHE MNPOIYKLIUH TpeOOoBaHMSIM Oe30macHOCTH (eciaM 3asBUTENb HPETEHAYeT Ha cepTH(HKAIMIO o
COKpAIIEHHOH IporpaMme cepTU(HUKANOHHBIX HCIIBITAHUN);

M) TPEACTABIAET [UIL OCMOTpa IPEACTABUTENIO YIIOJHOMOYEHHOTO opraHa Keipreisckoil PecmyOmuku B
o0JiacTi BETepHHAPUH MTAPTHIO NPOIYKIIMH M 00pa3Iibl U UCIIBITAHNUI;

K) pa3pabaThIBaeT, COTJIACOBBIBACT C YIOJHOMOYEHHBIM opraHoM Keipresckoil PecryGnmku B obmacTtm
BETEpPHHAPHUH, YTBEPXKIACT M BBINOJHIECT KOPPEKTHPYIOUINE MEPOIPUATHA TPH HAPYIICHUH COOTBETCTBHUS
MPOIYKIUH YCTAHOBICHHBIM TPEOOBaHUSM;

J) IpY BO3HUKHOBEHUH Pa3HOIVIACHH C YIMONIHOMOYEHHBIM opraHoM Keipreizckoil Pecny6nuku B oGiactu
BETEPUHAPUH IIPU CEePTUGUKALMKM TMPOAYKIMU BIpaBe OOPaTHThCS B OpraH aKKpeAWTalUH B COOTBETCTBUH C
3aKoHoaTeIbcTBOM KoIpreizckoit PecrryOnuku.

2) YnonHoMoueHHblit oprad Keiprei3ckoit PecriyOnuku B 0651acTi BETepUHAPUU:

a) OCYILECTBIISIET IPUEM 3asIBKU;

0) HanpaBJIseT 3asBUTEIIO YBEJAOMIICHUE O MOPSIKE IPOBEACHUS CepTH(UKALMN TPOAYKIINY;

B) IPEICTABIACT 3asSBUTENIO YTBEP)KACHHBIH B YCTAHOBJICHHOM MOpPSIKE MPEHCKYypaHT IIeH Ha padoThl 110
cepTH(UKAINHU U UCTIBITAHUSM MPOTYKIIIH;

I) aHaJu3UpyeT IPEICTABICHHBIC 3asBUTENIEM JOKYMEHTHl Ha NPOAYKIHIO, ITOJTBEP)KAAOIINE €¢
6e30macHOCTh, @ Ha BBO3MMYIO IPOIYKIHIO - TaKKe TOBAPOCOIPOBOIUTENBHBIE NOKYMEHTHI. Ilocie mpoBepku
MPE/ICTABICHHBIX JIOKYMEHTOB U HX COOTBETCTBHS TPEOOBaHMSAM, YCTAHOBJICHHBIM B HOANYHKTEe 1) myHKTa 27
HACTOAMETO TEeXHUYEeCKOro perjiaMeHTa, YNOJHOMOYeHHbIH opraH Keipreisckoir PecnyOmuku B objactu
BETEpUHAPUH MOXKET INPHUHATH pEIIeHHE O Bbljade cepTH(HKaTa 0e3 MPOBEAEHUS MCIBITAHWH, O COKpAIICHUH
00BeMa HCIBITAaHUH, IPOBEICHUN HEJOCTAIOIIMX HCTIBITAHUIN WM IPOBEICHUH HCTIBITAaHUHI B TIOJHOM 00BEMeE, YTO
OTpa’kaeTcs B COOTBETCTBYIOIINX TOKYMEHTAX;

J) TPOBOAUT OCMOTP MApTHUH NPOXYKIMH, B YaCTH LEJIOCTHOCTH YIAKOBKM, HAIW4MA PEKBHU3HUTOB
MapKHUPOBKH U COOTBETCTBHSA MPOAYKIMH 3aBJICHHOMY KOJHYECTRY;

€) HpoBOAUT OTOOp 00pa3loB MNPONYKIMHM M HalpaBisieT WX B aKKPEAWTOBAaHHYIO HCIIBITATEIbHYIO
T1a00PaTOPHIO JUI POBEACHHSI CEPTH(HUKAIMOHHBIX HCIIBITAHU;

K) OCYIIECTBIISIET aHAJIU3 COCTOSIHUSI IPOM3BOJICTBA (€CJIN 3TO MPEYCMOTPEHO CXEMOH CepTU(HKAIIIN);

3) OCymIeCTBISieT cOOp M aHalIW3 IIOJNyYEHHBIX pE3YJIbTaToB M IPH HX COOTBETCTBHU TpPEOOBAaHUSIM
HacTosIIero TeXHUIEeCKOro periaMenTa IPUHIMAET PeIIeHHEe O BO3MOXXHOCTH BhIJJAYH CEpTH(HUKATA;

1) IPOBOIUT 0(hOPMIICHHE, PETUCTPALIUIO 1 BBLIAUYy CepTH(UKATa COOTBETCTBHS;

K) COTJIaCOBBIBAET M KOHTPOJIHMPYET BBHIIOIHEHNE KOPPEKTHPYIOUIUX MEPOTIPHATHH;

1) o0ecrieunBaeT 3asBUTEIIO IIPeACTaBIeHHe HHPOPMAIIUHU O Pe3yJIbTaTax CepTU(HUKAIIH.

3) Kaxxmast mporieiypa mpOBEACHHOM cepTUhUKAIMK TPOIYKIMH J0JDKHA OBITh JOKYMEHTAIBHO 0(OpMIICHA.

4) Ilo oKOHYaHMM HCHBITaHUI 00pa3mbl (IPOOBI) TOIDKHEI BO3BPAIIATHCS 3asBUTENIO, €CIM B IPOIECCE
WCTIBITAHNH OHH HE M3PACXO0I0BAHBI TOTHOCTHIO.

28. OT60p 00pasoB U MPOBEICHNUE UCTIHITAHHH.

1) IlpexncraButens ynonHomouyeHHoro oprana Keipreizckoit PecmyOnukn B o0nacT BeTepHHApUM I10CIE
npueMa 3asBKH, OIUIaThl paboT Mo cepTUHKALUKM M NIPEACTABICHUS TOKYMEHTOB, HEOOXOIMMBIX AJSI OLEHKH
o0beMa HCIIBITaHUH, B TeUeHHe | JHS JOJDKEH OCMOTPETh NapTHIO MPOAYKIHMH M, IPH HEOOXOAMMOCTH, 0TOOpaTh
00pa3Ipl MPOAYKINH VISl IPOBEICHNS HCIIBITAHUH.

2) OOpa3upl oTOMpAIOTCS AJIS NPOBENCHUS MICHTHU(GHKAMKA M WCIBITAHUH, a TakKe Uil XpaHeHUS HX B
KadecTBE KOHTPOJBHBIX OOpa3loB Ha CiIy4yail BO3HHKHOBEHHS CIIOPHBIX BOIPOCOB, TPEOYIOIIMX ITOBTOPHBIX
ucbITaHni W uaeHTH(uKanuu. CpoK XpaHEHHS KOHTPOJBHBIX OOpPa3loB YCTaHABIMBAETCS HOPMATHBHBIMU
JIOKYMEHTaMH.

3) KonmuvecTtBo 00pa3ioB 1 MOPSIOK WX 0TOOpa JOHKHBI COOTBETCTBOBATH TPEOOBAHUSM, YCTAHOBICHHBIM B
HOPMATHBHBIX TIPaBOBBIX aKTaxX W/WIM CTaHAApTax Ha CEePTHRUIMPYyEMyI0 HpOoXyKIuio. PesympraTthl oTOOpa
00pa3oB oGopMIIOT akTOM. AKT oTOOpa 00pas3IoB MOAMHMCHIBAIOT MPEACTABUTEIN OPTaHWU3allid, MPOBOMASIICH
0TOOp, U 3asIBUTEIIb.

4) Upentndukanuss NPOAYKIMH HPOBOAUTCS MO OTOOpAaHHBIM 0OpaslaM IyTeM OIpeneNeHUs] (HU3HKO-
XMUMHUYECKHX, OHOJIOTMYECKUX CBOWCTB IIPENapaToB M CIMYCHMS IONYYCHHBIX JAHHBIX C IPEICTAaBICHHOMN
TEeXHUYECKOH TOKyMeHTanueil.



5) YnonHomouenHsli opran Keipreizckoid PecriyOniku B 00sacTi BeTepHHApUM HECET OTBETCTBEHHOCTH 32
NpaBHILHOCTH 0TOOpa 00pa3oB, UX XpaHEHUE, COXPAHHOCTD YIIAKOBKH, COOIIOICHNE YCIOBUI TPAHCIIOPTUPOBKH U
Jpyrue NpOoLEeNypbl, BIMAIOLIME Ha JOCTOBEPHOCTh MWCIBITAHMH, O INepeAadd o0pasloB B HCIBITATEIBHYIO
J1a00paTopHIO.

6) Akt oTOopa 00pa3lOB OPOPMISICTCS B JABYX SK3EMIULIpAX: OIMH SK3EMIULIP aKTa IPEACTaBISACTCS
3asIBUTEJIO, BTOPOW 3K3EMIULSIP XPAHUTCS B OPraHe MO CepTUHKALIUH.

7) OrobpanHBIe 00pa3mpl JOJDKHBI OBITH IepeNaHbl B HCHBITATEIBHYIO J1a0OpaTOpHIO 0 HAIpaBICHUIO,
(hopmMa KOTOPOTO ONpEAEISIETCS YIIOTHOMOYEHHBIM opranoM KeIpreizckoit PecriyOnuku B 061acTH BETEpHHAPHH.

8) McmbITaHus IPOBOISTCS B UCTIBITATENBHBIX JTA00OPATOPHAX, UMEIOMINX NTPABO HA MPOBEJCHUE HCIIBITAHHH,
KOTOpBIE IIPELYCMOTPEHBI B HOPMATUBHBIX NPABOBBIX AKTaX W/MIIM CTaHJAPTAX, UCTIOIb3YEMBIX MPU CEPTUHHUKALUH
JTAHHOW MPOIYKIIMH.

9) Ilportokoinbl wucnbelTaHuii oQOPMIIIOTCS B Tpex OJK3eMIuiipax. OOWH JK3eMIUIp XpaHUTCS B
yIOJIHOMO4YEeHHOM opraHe Koipreisckoit PecnyOnukm B oOnactn BeTepuHapHM, BTOPOH - B HCIBITATENbHON
1a00paTopuy, NPOBOINMBLICH WCHBITAHHUS, TPETHH - Tepenaercs 3asBUTEN0. [IpOTOKONBI HCHBITAHWHA B
yIoJIHOMO4YeHHOM opraHe KeIprei3ckoii PecriyOinky B 001acT BeTEpUHAPHHN JOJDKHBI XPAHUTHCS B TEUCHHE CPOKA,
HEe MEHBLIEro, YeM CpoK nelcTBus cepTudukara. Cpok XpaHEHHs IMPOTOKOJIOB B HMCIBITATENIbHOHW J1abopaTopuu
oIpeieNnsaeTcsi BHyTPEHHUMU NPOLEAYypaMHu.

29. AHau3 COCTOSIHUS TIPOU3BOICTBA.

1) AHanmm3 COCTOSHHUS TPOM3BOJCTBA IPOBOIWT YIOJHOMOYCHHBIH opraH Keipreickoit PecmyOmmku B
o0ylacTi BETEpUHAPUHU C TPHUBICUCHHEM IIPU HEOOXOJMMOCTH JKCIIEPTOB IO CEPTH(UKAIMK CHUCTEM KadecTBa
(Tpou3BOACTBA).

2) IIpu 5TOM OCYIIECTBISIFOTCS IIPOBEPKU:

a) COOTBETCTBHS CBHIPhS, WCIIOJB30BAHHOTO MAJSI M3TOTOBJICHHS TNPOAYKIMH, TPEOOBAHUSIM HOPMAaTHBHBIX
JIOKYMEHTOB, PEeLEnTyp;

6) mporueayp BXOJHOTO KOHTPOJIS CHIPhs U BCIIOMOTAaTeIbHBIX MaTePHAaJIOB;

B) BBINOJHEHUS TEXHOJOTHYECKOTO IIpoliecca B COOTBETCTBHHM C JACHCTBYIOIIEH TEXHOJOTHUECKOH
JIOKyMEHTalHe;

T') CTa0MIIBHOCTH XapaKTEPUCTUK MPOAYKINH 10 Pe3yIbTaTaM IMPOU3BOJCTBEHHOTO KOHTPOJIS;

JI) CUCTEMBI yueTa IIpeTeH3UH U pekIaMaliuii morpeduTenei;

€) mpoLexyp MPUEMOYHOTO KOHTPOJISL H3TOTOBICHHOH MPOIyKINH;

) YCJIOBHH XpaHEHUs MPOIYKINH Ha CKIIaaX OpTaHU3aMH-H3TOTOBHUTEIIS.

3) ITo pe3ynpTaTaM aHanM3a COCTOSIHUS MIPOU3BOJICTBA COCTABIIACTCS aKT.

30. IpaBuna npoueayps! NPU3HAHUS CEPTUHHKATOB COOTBETCTBHSL:

1) Ilpu3HaHue pe3ynabTAaTOB ITOATBEP)KACHHUS COOTBETCTBUS, MONYYCHHBIX 3a mpenenamu KeIpreizckoi
PecrryOunkn  mpoM3BOIMTCS HAa OCHOBE 3aK/IIOUCHHBIX COTVIANIEHWH O B3aUMHOM MPU3HAHUM paboT 1o
cepTH(UKALNY, C YUETOM MEKAYHAPOIHOMN MTPAKTUKHM NPU3HAHUS CEPTHU(PUKATOB COOTBETCTBUSI.

2) Tlporieaypa mpU3HAHHSA CEPTU(GUKATOB COOTBETCTBHS WM CEPTH(HUKATOB KauyecTBa 3apyOeiKHBIX
MPOM3BOUTENCH U MPOTOKOJIOB aHATN3a OTEUECTBEHHBIX MPOU3BOAMTENEH MPOBOAUTCS B COOTBETCTBHU C YUETOM
HACTOSIIIETO pa3Jiena.

3) YmonnomoueHHsli opraH Keipreisckoit PecnyOmuku B 0o0acTH BeTEpUHApUM MPUHUMAET 3asBKy B
COOTBETCTBUHM C NYHKTOM 27 HacToAmEero TeXHHYECKOro periiaMeHTa. 3asBUTEIEeM - 3apyOexHoi ¢upmoii-
MPOU3BOJUTENEM JIOTOJHUTEIBHO TIPEJICTABIAIOTCS 3aBEPEHHBIE B YCTAHOBJICHHOM TIIOpSIAKE JIOKYMEHTBI,
MOATBEPXKIAIOIIIe COOTBETCTBHE MPON3BO/ICTBA 3asIBICHHBIX BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HAUICKAIIIUM
NpaBWjaM OpPraHW3allMH IPOM3BOJICTBA W KOHTPOJS KadecTBa BETEPHMHAPHBIX JIEKAPCTBEHHBIX CPEACTB (TIpH
HEO0OX0IUMOCTH).

4) VYmomHoMoueHHBIH opraH Keiprenckoir PecrmyOnmkm B 00MacTH  BETEPHUHAPHH — aHAIH3HPYET
NpPE/ICTaBICHHbIE JIOKYMEHTBl W NPUHAMAET pElIeHHEe O TMPOBEACHUHM pPAa0OT 10 NPU3HAHUIO CEPTU(DHUKATOB
COOTBETCTBHUS (IPOTOKOJIOB aHayiu3a). OTOOp MpoO MPOBOAMTCS MPEACTABUTEIEM OpraHa Mo cepTuduKanuu B
MPUCYTCTBHH 3asIBUTEJISI B COOTBETCTBUH C MHCTPYKIMAMH, YTBEPIKICHHBIMH OPTaHOM IO CepTH(HUKAIINH.

5) YnonromouenHsIit opran Keipreizckoii PecrryOnuku B 001aCcTH BETepHHAPUH NTPOBOAUT MICHTH()HUKALINIO
MPOAYKINH Ha:

a) MPUHAAJISKHOCTH K 3asBIIEMOMY KOHTPAKTY;

0) 3aKOHHOCTH €€ TIPOM3BO/ICTBA U peali3alni;

B) COOTBETCTBHUE JOKyMEHTaM, OATBEPKIAIONIIM IIPOUCXOKIEHHE TIPOAYKIIMN M COAEPIKAIUM CBEJICHUS 00
€€ KauecTBe U KOJIUUYECTBE;

I) COOTBETCTBME HAWMEHOBAaHMS W WH(OpMaNWHM [aHHBIM, yKa3aHHBIM Ha YIAaKOBKE, ITyTEM OLEHKH
nokazaresneit "OmnucaHue, ynakoBka, MapkupoBka". Pesynbprar naentudukannu odopmisiercs: aktom. [IpenenbHbli
CPOK IPOBEJICHUS UACHTHU(PHUKAIINN COCTABISAET TPHU PabOUMX JTHS.

6) IIpu TONOXXHUTETFHOM 3aKIIOYEHHWH JKCIEePTa YHOJHOMOYEHHBIH opraH KeIpresckoit PecnyOmuku B
00acTH BeTepHHAPUH IPHHUMAET PEIICHNE O BhIJaue cepTH(hHUKaTa COOTBETCTBHSI.

31. Pemenue o cepTuduranuy, ohopMICHIE, PETHCTPALNs 1 BbIIada CepTUPHKATa COOTBETCTBUS:

1) YnonaomouenHsii opraH KeIpreisckoit PecmyOnmuku B 007acTé BETEpHUHAPHH NPHHUMAET pEIICHUE O
BbIJIade CcepTU(HKATa HAa IPOAYKIMIO, C y4eTOM cepTH(dHKaTa Ha cHCTeMy KadecTBa (TPOM3BOJACTBA) M aKTa
KOMHCCHH, IPOBOJISIIEM TaKylO CEPTU(HKALHIO.

2) YnomHomo4eHHbI# opran Keipreizckoit PecyOinkn B 001acTH BeTepHHAPUM aHAIM3UPYET PE3yJIbTaThl
NPOBEICHHBIX PabOT MO HCHBITAHUSM, aHAJIM3Y COCTOSHUS IIPOM3BOJCTBA WIIM CEPTU(QHKALMM CHCTEM KauyecTBa
(mpou3BOCTBa) ¥ NPUHUMAET PEIICHKE O BbIaue (HeBbl1aue) cepTH(UKaTa COOTBETCTBHSI.



3) Ilpu NONOXKHUTENBHBIX pe3yibTaTax aHajdM3a YNOJIHOMOYEHHBIH opraH Keipreisckoit PecnyOmuku B
obJiacTu BeTepUHApUHU 0POPMIISIET CEPTH(HHUKAT COOTBETCTBHSI.

4) Pe3ynbpraToM MpoBelIeHHBIX paboT 1o cepTudHUKanuy sBisieTcst ohopMIIeHHE cepTH(UKAaTa COOTBETCTBHS,
OpUTHHAJl KOTOPOTO BBINAETCS 3asABUTENI0, a KOMHUS MOMIIMBAETCS B JEJI0, B KOTOPOM TOALIMBAIOTCA BCE
MaTepHasbl, MPEACTABICHHBIC 3asBUTEJIEM B KaueCTBE MOJATBEPXKJAIOMIMX MaTEpUAIOB M  MOIy4YEHHBIE
YIIOJTHOMOYEHHBIM opranoM Keipreisckold PecnyOnukn B oOnacTv BeTepuHAapHM TPH HPOBEAECHHHM paboT TI0
CepTUPHUKAINH.

5) Kaxpmprii OmaHk cepTUUKaTa COOTBETCTBHA HMEET HOMEp. YUeT BBIJAHHBIX OJIAaHKOB BEIETCS
YIOJHOMOYEHHBIM opraHoM Keipreckoit PecryOmmku B 00:1acTH BeTepUHAPHH.

6) CeprudukaTsl TEpemaroTcs 3asBUTENIO0 TOJIHKO B 3aIOTHEHHOM BHIE, HOIMMHMCAHHBIE SKCIEPTOM U
PYKOBOZAUTEIEM YIOIHOMOYEHHOTO opraHa Kelpreizckoii PecryOnuku B 061acTi BeTEpHHAPHUHL.

7) Tlepenaua moAmMcaHHBIX CEPTH(UKATOB COOTBETCTBUS OCYIIECTBISIETCS 3asBUTENIO MOJ POCHHCH B
JKypHaJIe BBIJIau¥ CepTH(UKATOB.

8) Ilepuon neiicTBusi cepTH(dUKaTa COOTBETCTBUS, HE JOJDKEH IMPEBBINIATH CPOK MOAHOCTH BETEPUHAPHOTO
JIEKapCTBEHHOTO CPEJICTBA.

32. IIpuocTaHOBJIEHHE MM aHHYJIHMPOBAaHHUE ACHCTBUS cepTH(UKATa COOTBETCTBHS:

1) YnonHomoueHHbIH opran Keipreizckoi Pecriy6inky B 0051acTi BeTepUHAPHY MOXKET NPUOCTaHOBUTD MM
aHHYJIHPOBAaTh NEHCTBHE cepTU(HKATA COOTBETCTBHS MIIM IIPHOCTAHOBUTH NPAaBO NPUMEHSTH 3HAK COOTBETCTBHS 110
pe3ysbTaTaM 3aKIIOUCHHUS OpraHa, OCYIIECTBISIOMIET0 HHCIIEKIIMOHHBIN KOHTPOJTb.

2) YnomHoMo4eHHBIH opraH KeIprei3ckoit PecmyOmuku B 007acTé BETEpHUHAPHH NPHHUMACT pEIICHUE O
BPEMEHHOM NPHOCTAHOBJICHUH ACHCTBUS CepTU(HKATa B TOM CIIydae, €CIIH ITyTeM KOPPEKTUPYIOIINX MEPONPHATHH
3asBUTETb MOXKET YCTPAaHHTh OOHApy>KCHHbIC MPUYMHBI HECOOTBETCTBHS M IOATBEPAWUTH 3TO AOKYMEHTaMH Oe3
MOBTOPHBIX UCTIBITAHHUH.

33. Koppektupyroliie MeponpusITUS BKIIOYAIOT CIECIYIOIINUE JeHCTBHSI:

a) MHPOPMHUPOBAHUE 3asBUTENsI, MOTPEOUTENs, YIOJIHOMOYeHHOro oprana Keipreisckoit PecnyOnuku B
o0JlacTH BETEpUHAPHU U JPYTUX 3aUHTEPECOBAHHBIX YYACTHHKOB CHCTEMBI CepTH(UKAIMU O MPUOCTAHOBJICHUH
JISWCTBHS cepTU(HKATa U 3HAKA COOTBETCTBHS;

0) ycTaHOBJIEHHE CPOKOB KOPPEKTUPYIOIUX MEPOIPUATHH;

B) KOHTPOJIb 3 MIPOBEJICHUEM KOPPEKTUPYIOIIUX MEPOIPUITHH;

T') U3BELICHHE 00 M3MEHEHMAX, BHECEHHBIX B TEXHHYECKYIO JOKYMEHTALHMIO M TEXHOJOTMYECKHH ITPOIIECC
MPOIYKIIH;

) yCTpaHEHHE IPUYNH HECOOTBETCTBUS MPOIYKIUH TPEOOBAHUAM CEPTH(HHUKALINH.

34. Tlocne BBINOJHEHUS KOPPEKTUPYIOUIMX MEPONPUITUNA YNOIHOMOUYEHHBIH opran KsIpreizckoi
PecnyOnmkn B 0o0nacTH BeTepHHApUM YKa3blBaeT H3TOTOBHUTENIO (TPOAABIly) Ha HEOOXOIMMOCTH BHECCHUS
W3MEHEHUH B MapKUPOBKY, C YI€TOM M3MEHEHUH, BHECCHHBIX B TEXHHUYECKYIO JOKYMEHTAIMIO M TEXHOJIOTHYECKHH
npotuecc, 1 THPOPMHUPYET BCEX 3aMHTEPECOBAHHBIX YYaCTHUKOB cepTH(UKAIMH.

35. TopsAnok mpojIeHHs CpoKa IEHCTBUS cepTUdHKaTa COOTBETCTBUS:

1) Ilpoanenune cpoka AEHCTBUS cepTHU(HUKATa COOTBETCTBHS OCYLIECTBISETCA IO 3asBICHHUIO AepKaTelis
MOJUITMHHHUKA CepTU(HUKATa COOTBETCTBHUS WM, B CIy4dae OTUYXICHHS UM NPOAYKIHH, €€ HOBBIM IIPOJABIIOM Ha
OCHOBaHHMHU 0(OPMIICHHOI B YCTAHOBJIEHHOM IOPSIJIKE KOIIMU CePTU(HKATA COOTBETCTBUSL.

2) Jlns mpoJuleHHWs CpoKa NEeWCTBHs cepTH(HKaTa, BBHIIAHHOTO Ha MAapTHIO IPOMYKIHH, KOTOpas He
peann3oBaHa IOJHOCTBIO, 10 OKOHYAHHS CpOKa NEHCTBHs cepTH(UKATa, 3assBUTENb 3a JBE HEACNN A0 OKOHYAHUS
Cpoka JeicTBHS cepTudUKara HampasiIsieT B YINOJHOMOYEHHbIH opraH Keipreisckoit PecryGnuku B obnacTtu
BETEpPHHAPHH, BBIJIABIINHA CepTU(HKAT, MICHMO O IIPOJUIEHUN CPOKa JICHCTBHS cepTU(HKATA C yKa3aHHEM TOYHOTO
KOJIMYECTBA HEpeaT30BaHHON MPOIYKINH, OCTABILIEHCS HA MOMEHT MOJAa4YH 3asBKH.

3) VYmnomaomoueHHBIH opraH Keipreickoit PecrmyOnmkm B 007acTH  BETEPUHAPHH  pacCMaTPUBACT
MOJy4EeHHBIE MaTepHaiIbl ¥ IPOBOIUT CIIEAYIOUINE BUABI paboT:

a) yCTaHOBJICHHE KOJMUYECTBA OCTATKa MapTHH;

0) mpoBepKa yCIOBUIl XpaHEHHs, CPOKA TOJHOCTH, CITY>KObI (FrapaHTUITHOTO CpPOKa XpaHEHHUs);

B) INpOBEpKa COOTBETCTBHUS MPOAYKIUH dYepe3 MPOLEeAypy HCHBITAHWSA, €CIM YCTAaHOBJICHO HapyIICHHE
YCIIOBUM XpaHEHMUS.

4) Iloce mpoBeNeHNS BBIIICTIEPEUUCICHHBIX PAaObOT MPUHUMAETCS PEIICHHE O MPOJUICHUH (HEMPOAJICHHUN)
Cpoka JaeHcTBUS cepTH(HUKaTa, O 4eM COOOIIaeTcs 3asBUTENI0 NPOJIYKIMH HE IO3JHEe CeMH JHeH co JHA
MOJy4eHHsI TIHChbMA O MPOJUICHHN CpoKa jeiicTBus cepTudukaTa. [Ipy MON0XUTEIBHOM pereHHH 0(pOopMIIIeTCs
HOBBIN cepTudukar coorBercTBus. [1o pemenuto ynoiaHoMoueHHoro oprana Keipreisckoit PecyOnnku B obnactu
BETEPUHApUH JIOMYCKAaeTCs B OCOOBIX OTMETKaX paHee BBIIAHHOIO cepTH(]HKaTa COOTBETCTBUS Ha MapTHIO
HEepeaJn30BaHHOM MPOIYKIMHU JeNaTh 3alHMCh O NPOAJIECHUU CPOKA €ro ACUCTBUS, C yKa3aHMEM OaThbl MPOJUICHUs,
KOJINYECTBA OCTAaTKa MPOIYKIIMH U CBECHUH O MPOBEIEHHON MMPOBEPKE (aKTa MPOBEPKH).

5) TlpomieHne OCYIIECTBISETCS YIOTHOMOYEHHBIM opraHoM Keipreisckoiri Pecrybnmukn B obmacTu
BETEpHHAPHUH, IEPBOHAYAIBHO BBITABIIUM cepTHdukar. Cpok, Ha KOTOPHIH IPOAJIEBAcTCS CepTUDHUKAT
COOTBETCTBUS, ONPENesIeTCs] yIOTHOMOUYCHHBIM opraHoM Keipreizckoil PecriyOnukn B 00macTé BeTepuHApWH, C
Y9EeTOM CpOKa TOAHOCTH TPOAYKLWH, COOJIIOJCHHS YCIOBHI XpaHEHHS M TPAHCIOPTHUPOBAHUSA, OOBEMa
HepeaIn30BaHHOW MPOTYKIIUH.

6) Mndopmamys o NpOJUICHHM CpPOKa JIeHCTBUS cepTH(UKaTa BHOCHTCS B [ OCymapCTBEHHBIH peectp
BETEpPHHAPHBIX JICKAPCTBEHHBIX CPEJICTB.

36. IIpuMmeHeHne 3HaKa COOTBETCTBUS TeXHHUUECKOMY PETIaMEeHTY:



1) BerepuHapHble JeKapCTBEHHBIE CPEJICTBA, MPOIIEAIINE CEPTU(GHKALINIO U Ha KOTOPHIE BBIIAH CepTU(UKAT
COOTBETCTBUS, IO/KHBI MapKHUPOBaTbCSd 3HAKOM COOTBETCTBUS HACTOALIEMY TEXHHYECKOMY pErJIaMeHTy.
MapxkupoBaThCsl 3HAKOM COOTBETCTBHS JOJKHBI U Tapa U (WIN) yIaKOBKa.

2) MapkupoBKy HpPOJYKLIMH 3HAKOM COOTBETCTBHSI JIOJDKEH OCYILIECTBIISITH HM3TOTOBHUTENb (IIpojaBel),
NOJIYYMBIIUI NpaBO €ro MPUMEHEHMs, KOTOPHI OIpelenseT MECTO HAaHECEHUS 3HaKa COOTBETCTBUS U HeECeT
OTBETCTBEHHOCTbH 3a €T0 HEMPaBOMEPHOE NIPUMEHEHHUE.

3) IlpumeHeHnHeM 3HaKa COOTBETCTBHUSI CUHMTACTCSl TAKXKE MCHONB30BAHME €r0 B pEKJIaMe, IEeYaTHBIX
W3IaHUAX, Ha OQUIMANBHBIX OJIaHKaX, Ha BBIBECKAX, IPH JEMOHCTPAMH SKCIIOHATOB HA BBICTABKaX M pMapKax.

4) VcniomHeHne 3HaKa COOTBETCTBUS JODKHO OBITH OJHONBETHHIM (JIFOOOTO I[BETa) U KOHTPACTHBIM Ha (poHE
W37ENNs, YETKUM, Pa300PUUBEIM M PA3THINMBIM HEBOOPYKECHHBIM I1a30M.

I'nasa 4
OTBeTCTBEHHOCTH 32 HapylIeHHe TpeOoBaHnii TexHMYecKOro perjaMeHnrTa

37. IlpousBoauTeny (M3rOTOBUTEINN), OCTABLIIMKY (MMIIOPTEPHI) BETEPUHAPHBIX JIEKapPCTBEHHBIX CPEJCTB 32
HapylleHHe TpeOOBaHMN HAcCTOSMEro TeXHHYEeCKOro perjaMeHTa HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C
3akoHozaTeabcTBOM Kbipreisckoit PecyOnuku.

38. JIOMKHOCTHBIE JHIA, YHIOJIHOMOYEHHBIE MPOBOAUTH NMPOLEAYPHl OLIEHKU COOTBETCTBHUSA BETEPHHAPHBIX
JICKapCTBEHHBIX CPEACTB, 3a HapylleHHe NpaBuia M (OPM OIEHKHM COOTBETCTBUSI HECYT OTBETCTBEHHOCTh B
COOTBETCTBHH C 3aKOHOIATeNILCTBOM KrIpre3ckoit Pecrydnukn.

I'maBa §
3aKJII0YHTe/IbHbIE H MepeXoIHbIe MOJI0KEeHUSs

39. C MOMeHTa BCTYIJICHHUS B CHIIy HACTOSIIETO TEXHUYECKOTO PEerIaMeHTa HOPMAaTHUBHbIEC PABOBBIE aKTHI,
JeWcTBytomue Ha Tepputopun Kelpreisckoit PecryOmmkm, 10 NpuBENCHHS MX B COOTBETCTBHE C HACTOSIIUM
TeXHNYEeCKUM PEraaMeHTOM IPUMEHSIIOTCS B YaCTH, HE IIPOTHBOPEUAIeH HACTOAIEMY TeXHHIECKOMY PETJIaMeHTY.

40. IIOKyMeHTI)I, BbIJAHHBIC B YCTAHOBJICHHOM IIOpAAKE TII0 peE3yjbTaTaM OLCHKH COOTBCTCTBUA
(cepTuduKaTHl COOTBETCTBHUS, JOKYMEHTHI O TOCY/IapPCTBEHHOI PErHCTpalMH), 10 BCTYIUICHUS B CHJIy HACTOSIIETO
TexHuueckoro periiaMeHTa CUUTAIOTCA IleﬁCTBHTCHBHLIMH 10 OKOHYaHUA CpOKa HeﬁCTBHH 9THUX JOKYMCHTOB.

41. Hacrosimii TexHUYeCcKnil periaaMeHT BCTYMaeT B CHILY MO UCTEYEHHH 6 MECSIEeB CO JHs O(pHINATBLHOTO
OMyOJHMKOBaHUS.

[Ipunoxenue 1
k Texnuueckomy peraamenty "O
Oe3omacHOCTH
BETEPHHAPHBIX JICKAPCTBEHBIX CPEACTB"
INEPEYEHb
00beKTOB TeXHUYECKOI0 Pery;IMPOBaHNUs, HA KOTOpPbIe PACIPOCTPAHSIOTCS
TpedoBanus TexHndeckoro perjameHTa 'O 06e30NaCHOCTH BeTEPUHAPHBIX
JIeKapCTBEHHBIX cpecTB'

Kox TH B/ HauMeHoBaHue MO3UIUU
2309 FH*A* BETEpUHAPHBIC JICKAPCTBEHHBIE CPENICTBA
2930 HH*A* BeTEpUHAPHBIC JICKAPCTBEHHBIE CPENICTBA
2933 xHHxAx BeTEpHUHAPHBIC JICKAPCTBEHHBIE CPENICTBA
2934 HxAx BeTEpUHAPHBIC JICKAPCTBEHHBIE CPENICTBA
2936*FH** BeTepUHAPHBIC JICKAPCTBEHHBIE CPENICTBA
293 7xHHxA* BeTepUHAPHBIC JICKAPCTBEHHBIE CPENICTBA
2038*Fx*** BETCPUHAPHBIC JICKAPCTBCHHBIC CPEICTBA
2039 Fx*k* BETCPUHAPHBIC JICKAPCTBCHHBIC CPEICTBA
294 **** BETepUHAPHBIE JICKApPCTBEHHBIE CPEICTBA
204 FHHxFk* BETEpPHHAPHBIE JICKAPCTBEHHBIE CPE/ICTBA
294 QxHHFk%* BETEpPHHAPHBIE JICKAPCTBEHHBIE CPEJICTBA
3001 **x*** BETEPUHAPHBIC JICKAPCTBEHHBIC CPEICTRBA
30027*F**** BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEJICTBA
3003****** BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEJICTBA
3004 *HxxA* BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEJICTBA
3006 ***** BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEICTBA
38227 xHA* BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEJICTBA
3808**xx** BETEPUHAPHBIE JIEKAPCTBEHHBIE CPEJICTBA

[Ipunoxenue 2
k TexHuueckomy pernameHty "O
Ge3omacHoCTH
BETEPHHAPHBIX JIEKAPCTBEHHBIX
cpencts"
®dopma
MMM CBMO-ITPEACTABJIEHUE
Hacrosimum  mricbMoMm coobmaer 0  CBOEM  OKEJIAaHWHM  3aperHCTPHPOBATH
(mepepeructpupoBats) B KbIpreisckoit PecryOnnke BeTepMHApHOE JEKapPCTBEHHOE CPEACTBO, NMPHMEHAEMOE I




JKMBOTHBIX B LEISAX (MPOQHIAKTUKY, TUATHOCTUKH, JEYCHUs), (HAUMEHOBAHHE BETEPHHAPHOTO JICKAPCTBEHHOI'O
Cpe/CTBa), BEIITycKaeMoe (HauMEHOBaHHE (UPMBI-IPOU3BOIUTEINS, CTPaHbI, aTa U PErUCTPALMOHHBIA HOMED).

JlekapcTBeHHOE CpelICTBO NpeacTaBisieT coboii (Gopma, cocras, mokazaHue).

K nucemy npunaraercst:

1. 3asBKa Ha perucTpanuo (B 2-X IK3eMIUIAPAX).

2. [TakeT TOKYMEHTOB B COOTBETCTBUU C MEPEUYHEM.

(®UO) monnuch pyKOBOIUTEIS

" n 20 T.
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IIpumeuanue:

[TnceMo Takoro coiep)kaHHs CIEAYET MOATOTOBHTh Ha KaKAOE€ BETEPHHAPHOE JICKAPCTBEHHOE CPENCTBO
OTZEJbHO, Ha OyiaHKe (UPMBI C TOANKCHI0 pykoBoauTens. [lonnyto nHbopmaiuo Tpedyercst NpeICTaBUTh B IBYX
pacredaTaHHBIX BapUaHTaXx.

[Ipunoxenue 3
k TexHuueckoMy periameHnty "O
0e3omacHOCTH
BETEpUHAPHBIX JEKAPCTBEHHBIX
cpencts"
Obpa3zen
3ASABJIEHUE

IIpomy 3apeructpupoBate B Keipreisckoit PecmyOnmke BeTepmHAapHOE JIEKAPCTBEHHOE CPEICTBO
OTEYECTBEHHOr0  (3apyOeXHOT0) TPOM3BOACTBA (OPUTMHAIBHOE W TOPrOBOE HA3BaHWE BETEPHHAPHOTO
JIEKapCTBEHHOTO CPEJICTBA)

1. 3agBuTeNB: (HAUMEHOBAHNE IOPUIMUECKOTO JIMLIA B COOTBETCTBUHU C YUPEIUTEIHHBIMU JOKYMEHTaMH)

2. (ampec mMecta HaxoxaeHus, Tenedon/daxc, MTHH ropuauyeckoro uia)

3. (®UO, anpec, tenedon, MHH, noBepernocts - nata/N)

4. CBezieHUsI O BETEpUHAPHOM JIEKAPCTBEHHOM CPEJICTBE:

4.1. ®dopma BhITyCcKa

4.2. CocraB (KOMIIOHEHTHBI COCTaB NPOJYKLHMH IO (apMrpyImne, IeicTByIOIIee BELIECTBO) (HATUYUE
KOMITOHEHTOB PacCTUTEIBHOT0/)KMBOTHOTO MPOMCXOXKICHU, He conepskammx [ MO)

4.3. HazHauenue

4.4. Cpok romHOCTH

4.5. YcnoBus XpaHeHUsI

5. Crpana mpou3BOAWTENbs (HAMMEHOBAHWE 3aBOAA-TIPOWM3BOJUTEINS, HAWMEHOBAaHHE 3apyOEKHOTO
MPOU3BOJIUTENS, aJPEC MECTa HAXOXKICHHUS, TeIe(OH)

3asBKa MojaHa:

(®UO) INoxmuce 3asaBUTENSA

" n 20 .
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[Ipunoxenue 4
k Texnuueckomy persamenty "O
Oe3omacHOCTH
BETEPHHAPHBIX JIEKAPCTBEHHBIX
cpencrts"
INEPEYEHbDb
perucTpanuoOHHBIX IOKYMEHTOB

1. Ceprudukar o perucrpaiii BETEPHHAPHOTO CPEJCTBA B CTPAHE-NPOM3BOAUTENS M B JPYIMX CTpaHax
(HOTapHaIbHO 3aBEpPEHHAs! KOITHUS).

2. Ceptr¢uKat COOTBETCTBHS Ha JIEKAPCTBEHHOE CPEJCTBO, CYOCTAHIIMU M BCIIOMOTATEIbHbIC BELIECTBA.

3. Ceptupukar GMP unu apyrue ceptudukaTsl M0 CHCTEMe MEHE)KMEHTa KadecTBa (MPU HAIUIUH €T0 Y
MIPOU3BOTUTENS).

4. HopMaTHBHBIN JOKYMEHT, HCIIOIB3yEMBIN IS IPOBEJCHUS KOHTPOJII KauecTBa.

5. AHanMTHYECKHE JOKYMEHTHI 110 NCCIIEJOBAHHUIO CTAOMIBHOCTH JIEKAPCTBEHHOTO CPECTBA.

6. OTIBITHO-TTPOMBINUICHHBIN MJIM TEXHOJIOTHUECKUH perIaMeHT (7151 OTe4EeCTBEHHbIX IIPOU3BOJMTENEH).

7. O6pazer] cTaHAapPTHOH YIIaKOBKH C MapKUPOBKOH.

8. IIpu HaIMYMK MAaTEHTHOM 3aIIUTHI HA Mpenapar W/WiIk TOBAPHOTO 3HAKa - KOMUS MAaTeHTa WM ITaTeHTHBIH
(hopmysip, CBUAETENLCTBYIONINI O TIATEHTHOM YHCTOTE JIEKAPCTBEHHOTO CPE/CTBA, MIIH CIIPaBKa O TOM, YTO JIaHHOE
JIEKapCTBEHHOE CPEJCTBO NMPOBEPKE HA MTATEHTHYIO YUCTOTY HE MOJUICIKHUT.

9. Konnst moKyMeHTa, CBUAETENBCTBYIOMIETO O PETUCTPAIIMK TOBAPHOTO 3HAKA.

10. MHCTpYKIMA IO IPUMEHEHHIO, C yKa3aHUEM CIIEAYIOMINX CBEICHUIL:

- CBeJICHUs 0 PUpMe-TIPOU3BOUTETIE;

- HAMMEHOBaHME JIEKapCTBEHHOTO CPEICTBA;

- COCTaB;

- (hapmakoTeparneBTHYECKas IPyIIa;

- IOKa3aHMsl U IPOTUBOINOKA3aHUS,

- no0o4HBIE 3P HEKTHI;

- crtoco0 NPUMEHEHUS;



- YCIIOBUSI XpaHEHHUS;

- CBEJICHMSI, C YKa3aHHEM IIEPUOa MEXy IIOCIICIHUM BBEJICHUEM Iperapara 1o Cpoka 32005t )KUBOTHBIX;

- ONMCAaHUE CBOMCTB IITAMMOB MHKPOOPTAaHM3MOB (BHPYCOB, OakTepuii, TpHOOB M IPYroro), METOA0B MX
KyJIbTHBUPOBaHUS, U3YUYCHHUST MMMYHOT€HHOCTH OMOJIOTHYECKOTO CPEJICTBA, €ro aBHPYJIEHTHOCTH, OE3BPEIHOCTH,
3¢ PEeKTUBHOCTH, CPOKH U MOPSIIOK UCTIONB30BAHHS )KUBOTHOBOTYECKOH ITPOTYKINH MOCIIE TPUMEHEHUSL.

11. DkcnepuMeHTalbHbIE JaHHBIE 10 Y(QQEKTUBHOCTH W OE30MaCHOCTH NPHMEHEHUs B BETEpHHAPHOU
MpaKTHKE.

12. O6pa3usl aiist 3-X KPaTHOTO aHAN3a C CEPTUPHKATOM COOTBETCTBUS.

13. Pedepenc-cranmapThl, cTaHIapTHBIE 00pa3lbl BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB U IIPHMeEcei ¢
cepTH(HUKATOM COOTBETCTBHS IPON3BOIUTEINS.

14. Cnertnduaeckue peakTuBhl (IpU HEOOXOIMMOCTH).

15. IlepeyeHs mpeacTaBiIsieMbIX JOKYMEHTOB 3aBHCUT OT BHJa U CBOHCTBa BETEPHHAPHOTO JIEKAPCTBEHHOTO
CpeACTBa.

PerucrpanmoHHbIE JOKYMEHTBHI IPEACTABISIOTCA: HA TOCYAapCTBEHHOM WM O(QHUIMAIbHOM S3BIKE,
orneyaranssle wpudTom 14 "Times New Roman", Ha ogHoit ctopone Oymaru gopmara A4, B Tpex IK3eMILIAPAX.

IIpunoxenue 5
k TexHunueckoMy periameHnty "O

6e3omacHOCTH
BETEPHHAPHBIX JIEKAPCTBEHHBIX
cpexncts"
®opma
PETHCTPAIIMOHHOE YJOCTOBEPEHHUE N

or" " 20 romamo" " 20 rogma

Hacrosimee ymocTroBepeHne BBIIAHO (CTpaHa, 3aBOJA INPOU3BOAMTENH) B TOM, YTO B COOTBETCTBHH C
YCTaHOBJICHHBIM TOPSIKOM BETepHHAPHOE JIEKapCTBEHHOE CPelCTBO (Ha3BaHue) B (opme

3apeructpupoBaHo B Keipreizckoit PecriyOmuke.
Hacrosimee ynoctoBepeHue He sBiseTCs 0043aTeIbCTBOM B 3aKyIKe JaHHOTO Mpernapara.
PykoBonurens oprana

IIpunoxenue 6
k Texnuueckomy peraamenty "O

Oe3omacHOCTH
BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpexncts"
dopma
TOCYJAPCTBEHHBI PEECTP
BeTEPUHAPHBLIX JeKAPCTBEHHBIX CPECTB
N Ha3Banue ®opma | PapmaxorepaneBTUYEC CrpaHa, ®upma- Howmep Hata u
BETEpUHAPHOT | BBIYCK Kas rpyImmna 3aBOJI- 3agBUTEN | perucrpanu CpOK
0 a MIPOU3BOIUTE b 51 JIeUCTBUS
JIEKapCTBEHHO b peructpanu
T'O CpeACTBa u
IIpunoxenue 7
k Texanueckomy perigamenty "O
6e3omacHOCTH
BETEpHUHAPHBIX JTEKAPCTBEHHBIX
cpencrts"
Cxembl cepTHhUKALUMT
N VYcenoBust Hpyrue cragnu ceptudukanuu | MHCIEKIIMOHHBIH KOHTPOIb CEPTHOUITUPOBAHHON
CXEMBI | MOATBEPIXKICHUS MPOAYKLUI
COOTBETCTBHSI
1 HUcnbiTanus
tuna(*)
2 WcnblTanus Tuna Hcnpitannst 06pasnos, B3sTHIX Y IPOAABIA
2a WcnbiTanud Tuna | AHanu3 cOCTOSIHUS Hcnpitanns 06pa3nos, B3ATHIX Y NPOAABIIA.
IIPOU3BOJICTBA AHau3 COCTOSIHUSL IPOU3BOJICTBA
3 WcnblTanus Tuna VcnipiTannst 06pasuoB, B3sTHIX Y U3TOTOBUTEIS
3a WcnbiTanud Tuna | AHanu3 cOCTOSIHUS Hcnbitannst 06pa3uos, B3ATHIX Y U3TOTOBUTEIS.
IIPOU3BOJICTBA AHau3 COCTOSIHUSI IPOU3BOJICTBA
4 HWcnbiTanus tuna Hcnpitanns 06pa3nos, B3ATHIX Y NPOAABIIA.
VcnibiTannst 06pasuos, B3sTHIX Y U3TOTOBUTEIS
4a UcnbiTanus tuna | AHanu3 cOCTOSIHUS Hcnpitanns 06pa3nos, B3ATHIX Y NPOAABIIA.
MIPOU3BOJCTBA Hcnpitanns o6pas3uos, B3ATHIX Y U3TOTOBUTEIISL.
AHau3 COCTOSIHUSL IPOU3BOJICTBA
5 Wcnbitanus Tuna | Cepruduxanus cucTeMbl VcnipiTannst 06pa3uos, B3sTHIX Y H3TOTOBUTENS U




Ka4yecTBa, HAJTHMYHC
CePTUPHUIIMPOBAHHON CUCTEMBI
Ka4yecTBa

(unm) y mpoaasua

6 Wcnbitanus Tuna
6a VcnbiTanus Tuna Wcnbitanus 06pa3ios, B3ATHIX U3 MApTHU
7 Ucnsiranmust HWcmbrranust 06pasiioB, B3STHIX U3 MAPTHH
KakI0TO
oOpasia

[Ipumeuanune: (*) - McnbTaHuss NpONyKIUMM Ha OCHOBE OLGHKM OOpa3LOB, SIBISIOIIMXCS €€ THUIIOBBIMH
npexactaBuTeasiMi.  KoiudecTBO 00pas3lioB JIODKHO COOTBETCTBOBAaTh KOJMYECTBY, yKa3aHHOMY B MeTOJAax

HUCIBITaHUH.




