TOPIrOBO-NMPOMbILINEHHAS NANIATA POCCUACKOW ®EQEPALIUU

NPUKA3
ot 21 pekabps 2015 r. N 94

O MOPAOKE
3AMOMNHEHUA AKTOB 3KCMEPTU3bI NO ONPEAENEHMIO CTPAHbI
NPOUCXOXAEHWSA TOBAPOB U COOTBETCTBUS TOBAPOB TPEEOBAHUSAM
NOCTAHOBMNEHWUS NPABUTENLCTBA POCCUMCKON ®EAEPALIMM OT 30
HOSIBPA 2015 FOfIA N 1289 OB OFPAHUYEHUAX U YCIOBUAX AOMYCKA
NPOUCXOAALLMUX U3 UHOCTPAHHbBIX FOCYOAPCTB NIEKAPCTBEHHbIX
NPENAPATOB, BKNIOYEHHbIX B MEPEYEHb XWU3HEHHO HEOBXOOMMBbIX
N BAXXHEWMLLIMX NEKAPCTBEHHbIX NMPEMAPATOB, AN LIENEN
OCYLUECTBMNEHUSA 3AKYMNOK [/151 OBECNEYEHUSA FOCYOAPCTBEHHbIX
1 MYHULIMNANBHbIX HYXO"

B cooTtBeTcTBMM € nyHKTOM 3.2 pasgena 3 NonoxeHus o nopsiake Bbligadn cepTurKaTtoB O NPOUCXOXOEHNMN
ToBapoB opmbl CT-1 aAns uenenm OCyWeCTBMEeHUs 3aKkymnok Ana obecrnevyeHus rocydapCTBEHHbIX U
MYHULUMNANbHBIX HYXA (NS NeKapCTBEHHbIX MpenapaToB, BKMOYEHHbIX B MepeyYeHb XU3HEHHO HeobXoanMbIX W
BaXKHEWLLNX NEKapCTBEHHbIX NpenapaToB), yTBepxaeHHoro npukasom TN P® ot 21 gekabps 2015 roga N 93:

1. YTBepauTb npunaraembln [MOpsSAoOK 3anofHEeHWst aKTOB 3KCMepTu3bl MO  ONpedeneHuio  CTpaHbl
NPONCXOXOEHNS TOBapoOB U COOTBETCTBMSA TOBapoB TpeboBaHMAM nocTtaHoBreHus [NpasBuTensctBa Poccuickon
®enepaumn ot 30 Hosi6pst 2015 roga N 1289 "O6 orpaHMYeHUsiX M YCNOBUSX [OMycka MNpoMCXOoOdALmx U3
WMHOCTPaHHbIX FOCYAapCTB NEeKapCTBEHHbIX MpenapatoB, BKIHOYEHHbIX B MepeyveHb XU3HEHHO HeobXoaumbix K
Ba)XHEWMLUMX JEKAPCTBEHHbIX MpenapaTtoB, [Afs  Uenen OCyLecTBneHus 3akyrnok ansa  obecnedyeHus
rocyAapCTBEHHbIX U MyHULMNANbHBIX HYX4".

2. YCTaHOBWUTb, YTO 3a MNPOBEAEHUE IKCMEPTU3bl MO ONPEOENneHut0 CTpaHbl MPOUCXOXAEHUS TOBapoB U
COOTBETCTBUIO TOBApPOB TpeboBaHMsIM NocTaHoBreHus [NpaButenbctBa Poccuickon Pepepauum ot 30 HosOpst
2015 roga N 1289 "OO orpaHuMYeHMsIX U YCNOBUSIX OOMyCKa MNPOMCXOASWMX W3 WHOCTPAHHLIX roCydapcTB
nekapCcTBEHHbIX MpenapaTtoB, BKIMOYEHHbIX B MepeYeHb XU3HEHHO HEOOXOAMMbBIX W BaXKHEMLLMX NIEKapCTBEHHbIX
npenapaToB, 4118 LUenen ocyLeCTBNeHns 3aKynok Ans obecnedyeHns rocygapCrBeHHbIX U MyHULMNANbHbIX HyXa"
NPUMEHSATCA Tapudbl, yTBepxaeHHble npukazom TIMN P® ot 25 asrycta 2014 roga N 65 (mpunoxenue 2 k
npukasy).

3. [enaptameHTy pa3BuUTUS TOProBo-npomebiwneHHblx nanat (KyssmuH [.A.) HanpaBuTb B YCTaHOBNEHHOM
nopsigke yreepxaeHHoln MNopsaok, a Takke MHopMaumio 0 NPUMEHSEMbIX Tapudax B YNOITHOMOYEHHbIE TOProBO-
NPOMBbILLNEHHbIE NanaTtbl ANs UCMOofb30BaHWsA B paboTe.

4. LeHTpy no cBsA3siM ¢ obuwecTtBeHHocTbio M CMW (lWkmpanpo A.W.) pasmectuTb MHpopmauuto o0
yTBepxaeHun [opsgka Ha oduumanbHom caunte TIIM Poccun B MHDOpMaUUMOHHO-KOMMYHUKALIMOHHON CeTu
"IHTepHeT".

5. KoHTpornb 3a BbINOIHEHMEM MpuKa3a BO3Noxutb Ha Buue-npesnagerta TN PO Pouibakosa A.M.

Mpe3ngeHT
ToproBo-NpoOMbILLIEHHOW NanaTbl
Poccuickon ®epepaummn
C.H.KATbIPUH

MpunoxeHue
K npukasy TN PO
N 94 ot 21 nekabps 2015 roga

NOPAAOK
3AMOJIHEHUA AKTOB 3KCNEPTU3bI MO ONPEAENEHUIO CTPAHDI
NMPONCXOXOEHUA TOBAPOB 1 COOTBETCTBUIO TOBAPOB TPEEOBAHUAM
NOCTAHOBNEHUSA NPABUTENILCTBA POCCUACKOW ®EOQEPALIMM OT 30
HOABPA 2015 FOOA N 1289 "Ob OrPAHUYEHUAX N YCINIOBUAX OMYCKA
nPoncxoaAaLwmnx n3 UHOCTPAHHbIX TOCYOAPCTB JIEKAPCTBEHHbIX
NPEMAPATOB, BKNIOYEHHbIX B NEPEYEHb XXU3HEHHO HEOBXOUMbIX
W BAXHEWLLMX NEKAPCTBEHHbIX NMPEMAPATOB, ANA LENEN
OCYLUECTBIJIEHUNA 3AKYNOK AnA OBECMNEYEHUA FOCYOAPCTBEHHbIX
N MYHULMNANBHbIX HY>KO"

Paspgen 1. Obwue nonoxeHus



1.1. TlopsgoK 3anofiHEHUs aKTOB 3KCMEpPTU3bl MO OMNpPedeneHutd CTpaHbl MPOUCXOXAEHUS TOBApOB M
COOTBETCTBUSA TOBaApOB TpeboBaHmMsAM nocTtaHoBnenuns lNpaeutensctea PO ot 30 Hosbps 2015 roga N 1289 "O6
OrPaHNYEHUSAX U YCIOBUSX AOMyCKa MPOUCXOOSALMX U3 MHOCTPaHHbIX FrOCY4apCTB feKkapCTBEHHbIX Npenaparos,
BKIIOYEHHBIX B MEPEYEHb XXM3HEHHO HEOOXOAMMBIX U BaKHEWMLIMX JEKApCTBEHHbIX MNpenapatoB, Ans uenen
OCYLLECTBIEHNS 3aKynok Ans obecneyeHus rocyaapCTBEHHbIX M MyHUUMMAanbHbIX HYyXA" (4anee no TekcTy -
Mopsgok) paspabotaH Ha OcHoBaHWWM nyHkTa 3.2 pasgena 3 [onoxeHws o nopsgke BblAadn cepTUUKaToB O
npoucxoxaeHun Tosapos dopMbl CT-1 And Lenew ocyLwecTBNEeHNs 3aKynok Ansa obecneyeHns rocyaapCTBEHHbIX 1
MYHULMNAnNbHbIX HYXA (ONs nekapcTBEHHbIX NpenapaToB, BKMOYEHHbIX B NepeyeHb XM3HEHHO HeoOXoaUMbIX U
BaXKHEMLUMX NeKapCTBEHHbIX npenapaTtoB) (Oanee no TekcTy - [lonoxeHne o nopsake Bbigaun cepTudukaToB
dopmel CT-1), yTBepxxaeHHoro npukasom TN Poccum ot 21 gekabpst 2015 roga N 93, a Takke ctangaptoB TN
Poccum, perynmpyoLLmx BONpockl NPOBEAEHUSA SKCMEPTMU3bI.

1.2. TloHATMA M TePMUHBI, UCMIONb3yeMblEe B HacTosilem [lopsake, COOTBETCTBYIOT MOHATUAM U TEPMUHAM,
npeaycMoTpeHHbIM pasgenom 1 MNMonoxeHus o nopsgke Bbigavm ceptudpmkatos CT-1.

1.3. AKTbl 3KCnepTu3bl MO OMNpPEedeneHnto CTpaHbl MPOUCXOXOEHMS TOBAapOB U COOTBETCTBMS TOBapOB
TpeboBaHuaMm noctaHoBneHus Mpasutensctea PO ot 30 HoA6psa 2015 roga N 1289 "O6 orpaHU4eHusaX U YCIoBUSIX
Jornycka npoucxXoasmMx M3 MHOCTPaHHbIX FOCYSAapCTB JIEKAPCTBEHHbIX MPEnapaTtoB, BKIKOYEHHbIX B MEpPEYeHb
XW3HEHHO HEOBXOAMMBIX U BaXKHEWLUMX NEKapCTBEHHbIX MpenapartoB, ANs Lenen OCyleCcTBNeHNs 3aKynok Ans
obecnevyeHns rocygapCTBEHHbIX M MyHMUMNAnNbHbIX HYXA" (ganee no TekcTy - [0goBble akTbl 3KCNEpTU3bl)
COCTaBnAKTCA 3KCnepTamm ynornHoMouveHHbIx Tl B cooTBeTCcTBUM C HAacToALwmM [Nopsiakom.

1.4. TopoBble akTbl 3KCNEPTU3bl COCTABMRAKTCA YnonHomouveHHbiMn TII nocpencTsoM nporpaMmMHOro
KOMIreKca Mo cocTaBreHuto 1 y4eTy MoaoBbIX akTOB 3KCNepTU3bl, paspaboTaHHoro n BHeapsiemoro TIM Poccum.

1.5. TogoBble akTbl 3KCNEepTU3bl B AMEKTPOHHOM BUAE HanpasngalTcs  YnorHOMoYeHHbiMu TIM B
ueHTpanbHyto 6a3y ganHHbix TN Poccun B TevyeHne AByx paboumx AHEN C AaTbl UX COCTaBMEHUS.

1.6. TN Poccumn BegeT eanHyo aNekTPoHHY0 6a3y AaHHbIX [040BbLIX aKTOB 3KCMEPTU3bI.

1.7. TMM Poccun pasmewiaetr Ha MHpopmaumoHHom pecypce TIIM P® ceegeHuss 0 npousBoguTensax u
ToBapax, Ha KoTopble odopmMIieHbl [040BbIE aKTbl SKCMEPTM3bI.

Ha ocHOBaHMM yKa3aHHbIX CBEAEHUNW, noryyYaembix U3 uHGopMauMoHHoro pecypca TIMM PO,
ynoriHoMoudeHHble TTIN opopMnaloT U BbIJAIOT AOKYMEHTHI, NpeaycMoTpeHHble [onoxeHnem o nopsiike Bbigauu
ceptudukaTtos popmbl CT-1.

1.8. YnonHomoueHHble TTIM obecnevmBaloT KOHPMAEHUMANBbHOCTL CBEAEHUI U OOKYMEHTOB, Ha8 OCHOBAHUM
KOTOPbIX COCTaBNATCA [000BbIe aKTbl 3KCNEPTU3bI.

1.9. OdhopmneHne ogoBbIX aKTOB 9KCMEPTU3bl OCYLLECTBMASETCA Ha NMaTHOW OCHOBE COrnacHO eauHbIM
Tapudbam, ytBepxaaembiMm npukasamu TN Poccun.

1.10. Konun T'ogoBbIx akTOB 3KCMEepTU3bl, ApyrMe OOKYMEHTbl, HA OCHOBaHWM KOTOPLIX Oblnv O0dOpMIIEHbI
yKa3aHHbIE aKTbl, XpaHATCA B ynonHomodeHHon TIIM B TeyeHne Tpex NneT.

1.11. YnonHomoueHHble T B COOTBETCTBMM C POCCUNCKNM 3aKOHOAATENBCTBOM HECYT OTBETCTBEHHOCTL 3a
pasrnalleHne KoHduaeHUmanbHbIX CBE4EHWI, NONyYEHHbIX B Xo4e peanusaumun Hactodwero MNopsaka.

Pasgen 2. OcobeHHoCTU cocTaBnennsi F04oBbIX aKTOB 3KCNEpPTU3bI

2.1. TogoBble akTbl 3KcnepTM3bl Ana odopmnennsa ceptndukaToB dopmbl CT-1 cocTaBnarTCA CPOKOM Ha
OOWH FOA4 Ha MNOCTOSAHHYKD HOMEHKMaTypy TOBapOB - NEKApCTBEHHble MpenapaTtbl, BKMOYEHHbIE B MNepeveHb
XN3HEHHO HEOBXOAMMBIX U BaXXHENLLNX NEeKapCTBEHHbIX NpenapatoB <1> u knaccuduumpyemble B COOTBETCTBUU C
ObLwepoccricknM KnaccmgukaTtopomM NpoaykKumu no BuaaM akoHomudeckon aedatensHoctn OK 034-2014 (KIMEC
2008) B nogrpynnax 21.20.1 - "lMpenapatbl nekapctseHHble" n 21.20.2 "MNpenapaTtbl NekapCTBEHHbIE Mpoyne U
MaTtepuarbl, NpUMMEHsAEMbIE B MeANLIMHCKUX Lensax” (ganee no TekcTy - TOBapbl).

<1> [lepeyeHb XM3HEHHO HEOBXOOUMBIX WM BaKHEWLUMX FEKAPCTBEHHbLIX MpenapaTtoB Ans MeaWLMHCKOro
npUMeHeHNs1, yTBepxxaeH pacnopsbkeHnem [paeutenbctBa Poccunckon depepaumm ot 30 gekabpsa 2014 r. N
2782-p (npunoxexne N 1).

2.2. YKka3aHHble TOBapbl JOIMKHbI ObITb M3rOTOBMNEHLI B COOTBETCTBUN C KPUTEPUAMU ONPEAEneHns CTpaHbl
NPOUNCXOXOEHUSA TOBApPOB, MNPELYCMOTPEHHbIMU [lpaBunammn onpeaeneHus CTpaHbl MPOUCXOXOEHUS TOBapoOB,
ABNALWMMUCA HEOTbEMIEMON YacTbio CornalueHus o Npasunax onpegeneHnsi CTpaHbl MPOUCXOXAEHWSI TOBApOB
B CogpyxectBe HesaBucumbix locygapcts ot 20 Hoabpa 2009 roga (aanee no tekcty - [Npasuna ot 20 Hos6ps
2009 roga).

2.3. Tabnvua cooTBeTCTBUSI kOOoB knaccudpukaumm no OK 034-2014 (KMEC 2008) kogam TH B3O EA3C
NSl TOBApPOB - NIEKApCTBEHHbIX MpenapaTtoB NPUBOANTCA B NpunoxeHun 1 HacTosiemy lMopsiaky.

Pasgen 3. I'Iepequb N NopAadoK npencrtaBneHnda JOKYMEeHTOB, HeobxoanMMbIxX Ans nonyvyeHnd logoBoro akTa
9KCNEPTU3bI.



3.1. Ona nomyyeHus [0QOBOrO akTa 9KCMEepTU3bl 3aKa34dMK IKCMepTu3bl (3asiBUTENb) MpeacTtaBnsieT B
ynonHomMmoudeHHyto TIIM 3asBneHuMe ¢ npocbboii 0 Bbigade [0QOBOro akTta 3SKCnepTusbl (ganee no TEeKCTy -
3adBfneHne), KOTOpoe MNOAMUCHLIBAETCA PYKOBOAMTENEM 3asBUTENS WM YNOMHOMOYEHHBIM UM fALIOM,
OEeNCTBYIOLLUM Ha OCHOBaHWM AOBEPEHHOCTM UMW Npukasa (pacnopsXeHus) 3asBuTens.

B 3asBneHun ykasbiBalOTCA HaMMeHOBaHMe ToBapa (C yKasaHMeM HOMepa permcTpaumMoHHOro
yooctoBepeHus PocsgpaBHagsopa, a Takke kogoB knaccudwmkaumm no OKIMO OK 034-2014 (KMEC 2008),
HaMmeHoBaHVe 1 agpec NponssoanTens Toeapa, apyras uHdopmaums, Heobxogumas Ans opopMneHns n Bbigaum
[ogoBoOro akta aKkcnepTusbl, a Takke 3anucb 3asiBUTENS O TOM, YTO OH HECEeT OTBETCTBEHHOCTb 3a AOCTOBEPHOCTL
npeacTaBreHHbIX CBeAEHUIN U JOKYMEHTOB.

MoMMMO 3TOro 3asBUTENb BbIpaXaeT B 3asiBMEHUN COrfacue Ha TO, YTO Ha OCHOBAHUW COCTaBIIEHHOMO ANA
Hero [ogoBOro akta 9KcnepTuMsbl (0e3 packpblTUs COAepXaluxcsa B HEM KOH(UAEHLUMAnNbHbIX CBEOEHUN)
yrnonHomMmo4eHHble TN 6yayT ocdopmnATb ANs 3aMHTEPECOBaHHbBIX YYaCTHUKOB 3aKymnoK AOKYMEHT (cepTudpmkar
CT-1), npegycmoTpeHHbI [NonoxeHneM o nopsigke Bolgadmn ceptudgmkatos CT-1.

B 3asBneHnn moxeT ObiTb Takke ykasaHa OOMOMHWUTENbHas MHGOpPMaUKMs, O KOTOPOW 3asBUTENb CYMTaeT
HeobXoaAMMbIM YBEAOMUTL YNONTHOMOYEHHY0 TII1.

3.2. K 3agBneHuvto npunaraloTcs cnegyowme CBeAeHUs U JOKYMEHTbI <1>:

<1> [loKymeHTbl, Heobxoaumble Ans Bblgadn [0OO0BbIX aKTOB 3KCNEpTM3bl U paHee MnpeacTaBreHHble B
ynornHomMmoudeHHyto TIM, moryT He npeacTaBnsaTbCA MNPU YCMOBUKM, YTO B HUX HE BHOCUIMUCH W3MEHEHUS WU
aonornHeHus. MNpu aTom cBeaeHWst 0 TaKUX JOKYMEHTax BHOCATCS B 3asiBNEHMWE.

3.2.1. TlNpaBoycTaHaBnMBawLWmMe M PErNCTPaLUOHHbIE OOKYMEHTblI 3asBUTENs (KOMMM CBUOETENLCTBA O
rocyaapCTBEHHOW perncrpauum 1 NoCTaHOBKE Ha YYET B HANIOrOBOM opraHe ¢ ykazaHuem OIPH, nHgopmaumoHHoe
nnceMo u3 PoccTata ¢ ykasaHnem koga OKI10).

3.2.2. CBefeHnsi 0 HanMMuMyM NPOU3BOACTBA M Buaax paboT, COCTaBMAOLWMX OEeATENbHOCTb MO M3rOTOBIEHMWIO
3asABNAEMOro ToBapa, a UMeHHO:

KONUS NUUEH3MM (NMUEH3MI) Ha NPOU3BOACTBO JIEKAapCTBEHHbIX CPeaCcTB ANs MeAMUMHCKOrO NPUMEHEHWSs
MwuHnpomTopra Poccun, 3aBepeHHas HoTapuarnbsHo.

3.2.3. CeegeHuss v [OKYMEHTbI, NoATBepXparlmne BO3MOXHOCTb OCYLLECTBMEHUS OEATENbHOCTU MO
W3roTOBMEHUIO TOBapa, a UMEHHO:

konua [okymeHTa, copepxallero CBedeHWs O CTaausix TEXHONMOrM4yeckoro npolecca npousBoacTBa
NeKapCTBEHHOro CpeacTBa, OCYLUECTBMASEMbIX Ha Tepputopuu EBpasmickoro 3KOHOMWYECKOro coto3a <1>,
3aBepeHHas HoTapumarnbHO, a Mpu ero OTCYTCTBUM - KOMMMNEKT AOKYMEHTOB, MOATBEPXAAloLLMiA BbINONHEHWE
TEXHONMOMMYECKOro Mpouecca MNPOWM3BOACTBA JIEKAPCTBEHHOrO Mpenapata WM NieKapCTBEHHOW  hOpMbl,
0hOPMIIEHHBIN B COOTBETCTBUM C NPEAYCMOTPEHHBIMWN 3aKOHOAATENBCTBOM TpeboBaHMAMY;

<1> lNpeaycmoTpeH nyHkToMm 10.2 ctatbn 5 ®enepansHoro 3akoHa ot 12.04.2010 N 61-®3 "O6 obpaweHnn
neKkapcTBEHHbIX cpeacTs”.

KONUW perncTpauuoHHbIX yAOCTOBEPEHWI Ha NeKkapCTBEHHbIE Npenapartsl, BbldaHHbIx Munsgpasom Poccuum,
3aBepeHHble HOTapuanbHO;

Konun cepTudmKaToB COOTBETCTBUS Ha MPOAYKUMIO, NOAnexallyto obsisatenbHon cepTudukauum unm
AeKrnapypoBaHuio (Npy Hanu4um);

nepeyeHb UCMNOMb3yeMblX MPW MNPOU3BOACTBE TOBapa akTMBHbIX (papmaueBTUYECKUX CcybcTaHumn wu
BCMOMOraTerbHbIX BELLECTB, a TaKKe YNakOBOYHbLIX MaTePUanoB 1 KOMMNEKTYIOLLNX;

CBeeHMs O MPOM3BOACTBEHHbIX (TEXHONMOIMMYECKUX) onepauusix wunM CcTaausix NpOM3BOACTBA,
OCYLLeCTBNSAEMbIX MO AOrOBOPaM OKasaHWs YCIyr, Ha BbiNonHeHue paboT, nogpsga, B cryyae MCnornb3oBaHWA
NPON3BOACTBEHHbIX MOLUHOCTEN APYrMX XO3AWCTBYIOLUMX CYyObEKTOB Ha TeppuTOpuUSX rOocydapcTB - UNEHOB
EBpa3niickoro 3KOHOMM4eCKoro Cor3a.

3.2.4. [na ToBapoOB, MW3rOTOBMEHHLIX C WCMOMb30BAaHMEM WHOCTPAHHBLIX MarepuanoB (Cbipbs) WU
KOMMNMEKTYIOWMX, 3a UCKIOYEHNEM MPOUCXOOSALMX U3 rocyaapcTs - vneHoB EASC, NOMUMO BbILLEN3NOXEHHBLIX
CBeAEHUN N JOKYMEHTOB, NPEACTaBNASIOTCS:

onvMcaHue BCeX MartepuanoB (Cblipbs) M KOMMIEKTYIOWUX MHOCTPAHHOIO MPOUCXOXKOEHUS, U3 KOTOpbIX
n3rotaBnMBaeTcs TOBap, C yKaszaHWeM CTpaHbl MpoucxoxaeHus, ctoumoctu u kogos TH B3 EASC (Ha ypoBHe He
MEeHee NnepBbIX YETbIPEX 3HAKOB) <1>;

<1> B cnyyae, ecnu npu NpoOM3BOACTBE KOHEYHOMW MPOAYKLMM He MCMOoNb3ylTcs mMaTtepuansl (Cbipbe) n
KOMMNEKTYIOLWMNE UHOCTPAHHOIO NPOUCXOXAEHWS, UMetoLLMe ToBapHyto nosuumio no TH BOO EASC oanHakoByto ¢
TOBapHOW NO3ULMEN KOHEYHOW NPOAYKUUW, NOCneayowme cBeaeHns U JOKYMEHTbI, NepevncrienHsle B n. n. 3.2.4,
He NpPeacTaBnsoTCS.

KanbKynauna LeHbl ednHULU bl ToBapa Ha YyCIrioBUAX CppaHKO-3aBO,D, npeanpuAaTuAa U3rotoBuTenA,



Oyxrantepckne n (Mnun) MHble OOKYMEHTbI, NOATBEPXAALWME (hakTUYeckMe u MraHoBble (YyTBEpPXOEHHbIE)
pacxofbl, CBA3aHHbIE C NMPOM3BOACTBOM KOHEYHOM MPOAYKLUK, nogsiexallme BKIYEHNO B pacyeT LeHbl KOHEYHOM
NPOAYKUMM Ha yCnoBusix opaHKo-3aBOA.

3.3. C uenbl yCTaHOBMEHMSI AOCTOBEPHOCTW NPEACTABIEHHbIX 3asiBUTENEM CBEOEHUA W [OOKYMEHTOB
ynornHomouveHHasa Tl BnpaBe oCyLEeCTBNATbL Bbl€3OHYH MPOBEPKY MPOM3BOAUTENS JIEKAPCTBEHHbIX CPEACTB C
Lienblo YCTaHOBMNEHUS dpaKTa HanmMums nNpon3BoACTBEHHbIX MOLLHOCTEN, 060pyaoBaHUA 1 nepcoHana.

3.4. MNpencraBneHHble CBEOAEHNA U AOKYMEHTbI AOMKHbI ObITe MOANUCAHbI PYKOBOAMTENEM 3asiBUTENS UNn
YNOMHOMOYEHHbIM UM MULIOM, OEWCTBYIOLUMM Ha OCHOBaHUW AOBEPEHHOCTW, MpUKasa WM UHOFO OOKYMEHTa,
NpenycMOTPEHHOro 3akoHoAaTensCcTBOM. [pn aToM BGyxrantepckne OOKYMEHTbI OOMKHbI ObiTb Takke NognucaHbl
rmaBHbIM OyxranTepoMm 3asiBUTENS UMW NIMLOM, YNONHOMOYEHHBIM Ha OCYLLECTBMNEHUE 00SI3aHHOCTEW [MaBHOIO
Oyxrantepa.

B cny4yae BBegeHus B gencreue Tl Poccumn cncteMbl aNekTPOHHOMO AOKYMEHTOobopoTa npu peanusauumn
npoueaypbl BblgayM [OOOBbIX aKTOB 3KCMEpPTU3bl OOMNyCKAaeTCcsl NpeacTaBneHne [OOKYMEHTOB, MOAMNMCAHHbLIX
3ANEKTPOHHON LMdPOBON NOANUCKHIO 3asiBUTENS.

3.5. Ecnn cBegeHna n JOKyMeHTbl, YkasaHHble B nyHkTax 3.1 u 3.2 Hactoswero lNopsiaka, npegcraBneHbl
3agBuUTENEM He B MNONHOM obbeme, ynonHomouyeHHas Tl B TeyeHme Tpex pabounx gHewn ¢ gatbl NPeacTaBneHns
3asBneHns ¢ npocbboi O Bblgade [0Q0BOro akta aKCNepTM3bl HanNpaBnseT 3asBUTENO 3anNpoc C NpeafioKeHNEM B
TeyeHue nATn paboymx gHen co OHA NOoMyvYeHMs UM 3anpoca NPeacTaBUTb HeaoCTalwme CBeaeHNA U JOKYMEHTbI.
Mo xopgaTtancTtey 3asBUTENS CPOK NPeacTaBneHMs1 HegOCTalLWMX CBeAEHUA U OOKYMEHTOB MOXET ObITb npopsieH
ynonHomo4veHHon TIIM, Ho He Bonee Yem Ha gecaTb paboumx gHen. Ecnu 3asiBuTeENb B YCTAHOBMEHHbLIA CPOK He
npeacTaBuT 3anpalunmBaeMble CBeAEHUS U JOKYMEHTbl UM He nodacT Xo4aTanucTBO O MpOASfieHUM 3TOro cpoka,
ynornHomodeHHas Tl HanpaBnseTr 3asBUTEN0 MOTUBMPOBAHHBLIA OTKa3, NpPeayCMOTPEHHbIN MyHKTOM 3.7
HacToswwero MNMopsigka.

3.6. o pesynsraTam pacCcMOTPEHUS KOMMIeKTa OOKYMEHTOB YynonHomouyeHHown Tl cocTtaensietcs wu
BblaaeTcs [0O0BOWM aKkT 3KCNepTU3bl B TEYEHNE TPeX paboumx OHEN.

3.7. B cniyyae, ecnu Ha OCHOBaHWM NpPeACTaBMEHHOIO 3asBUTENEM KOMMJIEKTa LOKYMEHTOB, B TOM 4ucrle
nocrne HanpasneHus 3anpoca, MNpeaycMoOTpeHHoro nyHktom 3.5 pasgena 3 Hactoswero [lopagka, He
NPeACTaBnseTCs BO3MOXHbBIM OMNPeAenuTb COOTBETCTBME ToBapa TpeboBaHuAM, NpedyCMOTPEHHBIM HACTOSILUM
Mopsigkom, ynonHomouveHHasa TIIM B TeyeHne Tpex paboumx gHEN HanpaensieT 3asBUTENHO MOTUBMPOBAHHLIN
NUCbMEHHbIN OTKa3 B Bblgave [040BOro akta akcnepTu3abl.

3.8. 3agBneHue, ykasaHHoe B nyHkte 3.1 pasgena 3 HacToswero llopsgka, Takke npeacTaBnsieTcs B
ynornHoMmoudeHHyto TIIM Ha 3NeKTpOHHOM HOCUTENe WMWM Hanpa.rsieTCs NO 3NEKTPOHHOW nodTe. [OKYyMeHTbl u
cBefeHus], ykasaHHble B nyHKTe 3.2 pasgena 3 Hactosiwero MNopsgka, MoryT no npockbe ynornHomoyeHHon TN
NPeAcTaBnATbCA Ha 3NEKTPOHHOM HOCUTENE UIM HaNpPaBnATbCH MO 3MEKTPOHHOM NovTe.

Pasgen 4. ®opma 1 nopsiaok 3anonHeHnsa FogoBoOro akta aKCcnepTuabl.

4.1. TogoBOM aKkT 3KCMEepPTM3bl COCTaBnseTcs no opme, NPUBEAEHHON B MPUINTOXKEHUN 2 K HaACTOSALLEMY
Mopsiaky.

4.2. YnonHomoueHHasd TT1I1 npuceanBaet [000BOMY akTy 3KCMEPTU3bl PErMCTPaLMOHHBIA HOMEP.

4.3. AKT 3KCnepTun3bl 3anofHSeTcsa criedyowmmMm obpasom:

nyHkT 1 "Okcnept(bl)'. B AgaHHOM nyHKTe yKkasbiBaeTcs akcnept(bl), KOTOpbIA(ble) HenocpeacTBEeHHO
cocTaBnan(nu) FogoBoW akT aKCnepTusbl;

nyHKT 2 "[aTa coctaBneHus akta". YkasblBaeTcs JaTa cocTaBrneHusi [0goBOro akta akcnepTusbl;

nyHKT 3 "Cpok gencteust akta". YkasblBaeTca fata, OO KOTOpOM AeWcTByeT [040oBOWM akT akcrnepTusbl (C
YyY€TOM, YTO aKT COCTaBISIETCSH CPOKOM Ha OOWH rof);

nyHKT 4 "OCcHOBaHMA O51A cocTaBneHus [ogoBoro akta akcnepTusbl”. YkasbiBaeTcs HOMEP U JaTta 3asiBNeHus,
KOTOpOe OOMKHO COOTBETCTBOBATL NYHKTY 3.1 pasgena 3 Hactoswero MNopsaka;

nyHkT 5 "3asgButenb (3akasumk akcneptu3bl)’. B AaHHOM MNyHKTe yKa3biBaeTCs HavMMeHOBaHWe W agpec
3a8BUTENS, MpeacTaBMBLIEro B ynornHoMoudeHHyto Tl 3asaeBneHne ¢ npocbbon o Bbligadye [0goBoro akra
3KCnepTuU3sbl;

nyHKT 6 "HammeHoBaHue ToBapa". [laerca onucaHue ToBapa (C yka3aHMEM HOMepa pPerucTpalyOHHOro
yoocTtoBepeHus Poc3gpaBHaasopa, 403MPOBKU, MHOW MapKUPOBKM, Heobxoanmon Ansa ngeHtudmkaumm tosapa);

nyHKT 7 "lNpounssogutens ToBapa". YkasbiBaeTcs HaMMeHOBaHWe U aapec NpoM3BOaUTENS TOBapa;

nyHkT 8 "lpeacTtaBneHHble cBedeHuss M OOKYMeHTbl". [lepeuncnsaiTcss cBedeHUMst U OOKYMEHTbI,
npeacTaBreHHble 3asBuUTENneM [Ans cocTaBneHuss [oooBOro akta 3SKCnepTusbl B COOTBETCTBUM C HACTOSALLUM
Mopsiakowm;

nyHKT 9 "OKCnepTnson yctaHoBneHo". B gaHHol rpade gaetcsi nogpobHoe onucaHve Npou3BOACTBEHHbIX
MOLLIHOCTEW, MPUBOAOATCA [OaHHble O MepcoHane, nepevyeHb O0OOpPYAOBaHUA M TEXHOMOMMYECKUX Ornepauun,
nucnonb3yemMmblx NpU K3roTOBNEHWW ToBapa, a Takke uWHaa uHdopmauud, noareepxparowas OOCTaTOYHOCTb
nepepaboTKM ToBapa B 3aBUCUMOCTM OT NPEObSABNSAEMbIX K HEMY TPeOOBaHUN.

[daeTtca onucaHve matepuanoB (Cbipbs) W KOMMIEKTYOLWUX WHOCTPAHHOIO MPOWCXOXAEHUS, KOTOpble



MCMOMNb3YyTCA MpU WM3rOTOBMEHUW TOBapa, C YyKa3aHuWeM CTpaHbl npoucxoxgenusa u kogos TH B3O TC.
OcywecTBnsieTcs Npu HEOBXOAMMOCTU pacyeT agBaniopHON JOMW.

Kpome TOro, B gaHHom rpadpe ykasbiBatoTCs TpeboBaHMSA, KOTOPbIM [AOIDKHbI OTBEYaTb W3rOTOBMEHHbIE
TOBapbl B COOTBETCTBUM C nyHKkTamyn 2.1 un 2.2 Hactosawero [lopsgka. [lomMMmo 3TOro Ha OCHOBaHWUK
PacCMOTPEHHOro MnakeTa [OOKYMEHTOB, MNPEACTaBMEHHbIX 3aKas4yMkoM 3KCnepTusbl, QJaeTcda  nogpobHoe
obocHOBaHMe, YTo Takne TpeboBaHMs NPUMEHNTENBHO K 3asBMEHHbIM TOBapam BbIMOHAOTCS.

B paHHou rpadpe Takke ykasbiBaeTca npegnonaraemMbiin (C y4eTom npom3BOACTBEHHBIX MOLLHOCTEN) rogoBOn
06beM NPOM3BOACTBA B OTHOLLEHUW KaXXA0ro HaMMeHOBaHWS ToBapa;

nyHKT 10 "MMpunoxeHue". YkasbiBaoTCH NPUMOXEHUS, ABMASIOLMECS HEOTHEMMEMON YacTbio [0O0BOro akta
akcnepTu3bl. B npunoxeHusix MoryT ObiTb NepedncneHbl HAMMEHOBaHUSA ToBapa (npu OonbLIOW HOMEHKNaType),
NpPOM3BOACTBEHHbIE MOLLHOCTU, 060pYAOBaHMe, UCMONb3yeMOE NMpU NPON3BOACTBE ToBapa U T.M.;

nyHkt 11 "3aknioyenve". [enaetcs  3aknoyeHMe, 4YTO TOBap COOTBETCTBYET  TpebOBaHWSM,
npeaycMoTpeHHbIM HacTosawmM Mopagkom, 1 genaetcs 3anuck: "Ha oCHOBaHWMY BbILLEN3NOXEHHOIO YCTaHOBIMEHO,
YTO TOBap, YKa3aHHbIN B MyHKTE 6 HACTOSWEro akta, [OEeWUCTBUTESNIbHO pPOCCUMCKOIO MPOUCXOXAEHUS.
lMpoucxoxaeHne ycTaHOBMEHO B COOTBETCTBMM C [paBunamu onpegeneHus CTpaHbl MPOUCXOXAEHUS TOBapoOB,
yTBepxaeHHbiMn Cornawexvem o [NpaBunax onpegeneHust CTpaHbl NpoucxoxgeHus TtoeapoB B Coapyxectse
Hesaeuncumbix MNocygapcts ot 20 Hos6ps 2009 roga”.

Hwxe npuBoguTCa KpUTEPUIA NPOUCXOXKAEHMS MPUMEHMUTENBHO K KaXXOOMYy HaMMeHOBaHMIO ToBapa, KOTopbIn
BrnocrnencTemmn byaeT ykasaH B rpade 9 ceptudmkata dopmel CT-1.

Mpwn coctaBneHmmn [ogoBOro akta akcnepTuabl Ana opopmneHns ceptudmkarta popmbel CT-1 BO BCeM, YTO He
yperynmpoBaHo HacToswmM [Mopsigkom, npumeHsitotcs nonoxeHus Mpaeun ot 20 Hosidpsa 2009 roga, a Takke
crangapt TMM Poccun CTO TIM 24-03-11 "OnpeneneHne CTpaHbl MPOUCXOXOEHUS TOBApOB, BbIBO3MMbIX U3
Poccuiickon depepaumm B rocygapctBa-ydacTtHukM CornaweHnss o co3gaHum 30Hbl CBOOOOHOW TOProBnu Anis
odopmrieHust ceptudmkata o nponcxoxaeHumn Tosapa popmbel CT-1".

4.4. ToOooBOW aKT aKCNepTU3bl NOAMUCHLIBAETCSA IKCNEPTOM (3KcnepTamm), ero coctasmsLuuM. B FogoBom akTe
3KCNepTu3bl MNPOCTaBMSETCA neyatb ynornHomodeHHow TIM. Be3 nognucu akcnepta (9KCMepToB) M neyatu
ynonHomodeHHon TTM MogoBoKr akT aKCnepTusbl CHUTAETCH HEeOEeNCTBUTENBbHbLIM.

4.5. CoctaBneHHbIn [0O0BON aKT 3KCNepTM3bl permcTpupyeTcst ynonHomoveHHon Tl B yCTaHOBNEHHOM €10
nopsiake.

4.6. [0O0BOM aKT 3KCMepTM3bl B ANEKTPOHHOM BuAe, a Takke MHpopmaums o Hem No chopme, NPUBEAEHHON B
npunoxeHunn 3 K Hactoswemy MNopsagky, HanpaensTCS B LeHTpanbHyto 6a3y gaHHbIx T Poccun B TedeHne aByx
pabounx gHewn.

Mpunoxexwne 1

K MNopsaaKy 3anofHeHUs akToB
3KCNepTU3bl MO ONPEAENEeHNIO

CTpaHbl NMPOUCXOXKAEHMS ToBapa

N COOTBETCTBUS TOBApOB

TpeboBaHMAM NOCTaHOBINEHNS
MpaesutenbcTtBa Poccunckon degepaumm
oT 30 Hosi6ps 2015 roga N 1289

TABJIMLA
COOTBETCTBMA KOOOB KITACCUOUKALMK MO OBLLEPOCCUNCKOMY
KNACCUOUKATOPY NPOAYKLM MO BUAAM SKOHOMUYECKOMN
JEATENbHOCTU OK 034-2014 (KMEC 2008) C KOOAMA
TH B3 EASC ANA TOBAPOB - JIEKAPCTBEHHbIX MNMPEMAPATOB

Koa B cooTBETCTBUM C Onucanune TH B3O TC
O6Lwepoccniickum
KnaccmndumkaTtopoM NpogyKuumn no
BUAAM 3KOHOMMUYECKOWN
aearenbHoctn (OKIMA) OK 034-
2014 (KMEC 2008)

21.20.1 Mpenapatbl NeKapCTBEHHbIE 3004
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lMpenapaTbl NekapcTBeHHbIE Npo4ne 1
21.20.2 Marepuanbl, NpUMeHsIEMbIE B 3002
MeaMLMHCKNX uensax <1>

<1> K nekapcTBeHHbIM MnpenapaTaMm [AaHHOW MOArpynnbl OTHOCHATCA TOBapbl, BKMOYEHHbIE B MO3MLUN C
21.20.21.110 nmo 21.20.21.129 O6Lepoccuinckoro knaccucumkatopa npogykumm no BuAaM 3KOHOMUYECKOW

aestenbHocTn OK 034-2014 (KMEC 2008).

Mpunoxexwne 2

K Mopsagky 3anonHeHUs akToB
3KCNepTU3bl No onpeaeneHunto

CTpaHbl MPOUNCXOXOEHUS ToBapa

N COOTBETCTBMS TOBApOB

TpeboBaHMAAM NOCTAHOBIEHUS
MpasutenbcTBa Poccunckon denepaumm
oT 30 Hosi6ps 2015 roga N 1289

Ha 6saHke yrnoJiHOMoOueHHOM TIIII

AKT JSKCIIEPTU3H N
nyga obopMiieHMs

yKaseBaeTCsa OOKYMEHT, KOTOPHM OyIeT
obopMIIATECS Ha OCHOBAHMM HACTOSAWETO akKTa

SxcnepT () :

IlaTa cocTaBJIeHUS akKTa:

Cpok IelcTBHMA akTa:

OcHOBaHMA IOJId COCTAaBJIEHMA aKTa OKCIIEPTU3HL:

BagaBuTeNb (3aka3uUMK BKCIEPTU3H) @

HamMeHOBaHMe ToOBapa:

[lpomsBOOMTEJIL TOBAPA:

HpeHCTaBHeHHHe CBeIeHMA M IOOKYMEHTHL:

SOKCIEePTU30M YCTaHOBJIEHO:

P = OWOoJo Ul whNE

0. IpuioxeHMe: Ha aucTax
1. 3akJoueHUe:

Kpurepull OpOUCXOXIEHMUS :

SxcnepT () (momnmmce m ©.M.0.)

AKT OKCIIEpTU3El Ha CTpaHMIIaxX 3apermcrpmpoBaH B

(HamMMeHOBaHMUE
yIoJiHoMOueHHoM TIIIT)

AKT OKCIIEPTU3EL 6e3 momnmcu SKCIlepTa M IIedaTu HeIeVCTBUTEJIEH .

M.II.

MpunoxeHne 3

Kk Mopsaaky 3anofniHeHusl akToB
3KCMepTU3bl MO ONpeaeneHunio
CTpaHbl NPOUCXOXAEHMS ToBapa



N COOTBETCTBMS TOBApOB
TpeboBaHMAM NOCTAHOBIIEHUS
MpaButenbctBa Poccuickon degepaumm
o1 30 Hos16ps 2015 roga N 1289

VHdopMaLMa O COCTABJIEHHHX ['OHOBEIX akKTax SKCIEPTU3EHL,
HamnpasJjgeMass B LeHTpallbHyK 0as3y znaHzHelx TIII Poccum
(g odbopmrnenmsa ceprupmxaTor CT-1)

AKT skcHnepTmse N maTa
CocrTaBJieH:

YKAa3LEBAETCS HaMMEHOBAHME YyIIoJIHOMOueHHoM TIIII
Cpok IOelCcTBUA:

yKaseBaeTCsa OmaTa, OO KOTOPOM IeMCTBYEeT akT
[lpom3BOOMTENIE TOBAapa:

YKas3HBaeTCAa HAVMMEHOBAHME M aIpeCHEE PEeKBUSUTEH
IPOM3BOOUTEIIA
HamMmeHOBaHMe ToOBapa:

yKa3blBaeTCsA HauMMeHOBAaHMEe ToBapa (Mapka, Monelb,
MommdukalLMsa M MHas MapKMpoOBKa), a TakKxke
npennojiaraeMel I'OOOBOM OOBEM MNPOM3BOLNCTBA
BakJIodeHme :

YKa3EBaeTCAa, KaKMM TpeOOBaHMAM COOTBETCTBYEeT TOBap
Kpurepull nNpoMCXOXIOEeHMUH :
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