Joxyment npenocrasieH Koncynsrantlnroc

[Tpuxaz TIIIT P® ot 21.12.2015 N 93 (pex. ot 19.09.2016) "O IlonoxeHuu o nopsaKe BblIauu
CepTU(PHUKATOB O IPOUCXOKACHNUU TOBapoB Gopmbl CT-1 ju1s nenelt ocynecTBICHUs 3aKyIIOK
JUIsl 00€ecTieYeH s TOCYAapCTBEHHBIX U MYHUIIMIIAIBHBIX HYK] (JU1s1 IEKAPCTBEHHBIX
IpenapaToB, BKIOYEHHBIX B IEPEUEHb KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIINX JIEKAPCTBEHHBIX
npenaparos)".

B nensx peanuzanuu nocraHoBieHus [IpaButensctBa Poccuiickoit ®@enepanuun ot 30
HOs0ps 2015 roma N 1289 "OO6 orpaHMyYeHHMAX M YCIOBHUAX JOIyCKa MPOUCXOAAIINX M3
MHOCTPaHHBIX I'OCYNApCTB JICKAPCTBEHHBIX IIPENapaToB, BKIIOYCHHBIX B IIEPEUYEHb JKU3HEHHO
HEOOXOUMBIX U BaXKHEHUIINX JIEKAPCTBEHHBIX MPENapaToB, AJis LeJIel OCYLIECTBICHUS 3aKyIIOK
JUIsl 00€ecrieYeH s TOCYAapCTBEHHBIX 1 MyHUIIMIIAIIbHBIX HYXK]'":

1. VYrBepauth mnpunaraemoe IlonoxkeHue o MOpAaKe BbIAAYU CEPTU(DUKATOB O
npoucxoxaeHuu ToBapoB Gopmbel CT-1 miis menei oCyImecTBICHHs 3aKyMNOK i 00ecredeHust
rOCYJapCTBEHHBIX U MYHUIMIAIBHBIX HYX (715 JIEKApCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B
HepevyeHb )KU3HEHHO HEOOXO0IMMBIX U BXKHEHIINX JIEKAPCTBEHHBIX MIPENapaToB).

2. YCTaHOBHTH, YTO 3a BblIAUy CEPTH(PUKATOB O HMPOHMCXOXkAeHHU ToBapa ¢opmbl CT-1
OyayT npuMeHsTbCs Tapudbl, yrBepkaeHHble npuka3oM TIIIT PO ot 25 aBrycra 2014 rona N 65
(mpunoxxenue 1 k npukasy).

3. JenaprameHTy pa3BUTHs TOpProBo-npoMbliieHHbIX nanat (Kysemun JI.A.) HanpaBUTh B
YCTAHOBJICHHOM HOpsiike yTBepxkJeHHoe lonoxkenue, B Takxke MH(GOpPMAIUIO O MPUMEHSAEMbIX
Tapuax B yoJIHOMOYEHHbIE TOPTOBO-IIPOMBIIUICHHbIE AJIAThI /1711 UCIIOJIb30BaHUs B padoTe.

4. Uentpy mno cszsim ¢ obmecrtBeHHocThio 1 CMU (Ilxupanno A.M.) pazmectuthb
uHpopmanuio o0 yrBepxkaeHuu Ilonoxenus Ha oduuuansHom caiite TIIII Poccun B
UH(POPMALIMOHHO-KOMMYHUKAIMOHHON ceTH "MHTepHeT".

5. KoHTponb 3a BBINOJHEHHWEM MpUKaza BO3J0XHUTh Ha Bune-npesuaenta TIIII PO
PribakoBa A.M.

IIpe3unent
ToproBo-npoMbIIIIEHHON Ma1aThl
Poccuiickoit denepanuu

C.H.KATBIPUH
[Ipunoxxenue
K npuka3zy TIIIT PO
ot 21 nexabps 2015 roga N 93
MNOJOKEHHUE
O HOPAAKE BbBIJIAYN CEPTU®UKATOB O ITPOUCXOKAEHNUHN TOBAPOB
POPMbI

CT-1 IS HEJENA OCYIIECTBJIEHUS 3AKYIIOK 1151 OBECIIEYEHU S
I'OCYJAPCTBEHHbBIX U MYHULIUITIAJIBHBIX HY XK/ (VIS TEKAPCTBEHHbBIX
INPEITAPATOB, BKJIIOYEHHBIX B IEPEYEHbDb )KU3HEHHO HEOBXOMMBbIX
U BAXKHEMIINX JJEKAPCTBEHHBIX ITPEIIAPATOB)

CHmCcoK M3MEHSIOIINX TOKYMEHTOB
(8 pen. IIpukaza TIIII P® ot 19.09.2016 N 110)
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[Tonoxenue o MopsAaKe BbIIAUYU CEPTHUPHUKATOB O MPOUCXOXKJIEHHH ToBapoB (opmer CT-1
JUTSL 1IeJiel OCYIIECTBICHUS 3aKYIMOK Ui 00eCleYeHHs] TOCYJapCTBEHHBIX U MYHHUIIMIAIbHBIX
HYXKJ (JU1s1 JIEKApCTBEHHBIX IIPENapaToB, BKIIOUYEHHBIX B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIIMX JIEKapCTBEHHBIX MpenaparoB) (majee mo TekcTy - Ilonmokenue) pa3paboTaHo Ha
ocHoBaHuu Cornamenus o IlpaBunax onpeneneHus cCTpaHbl IPOUCXOXKJIECHUS TOBApOB B
ConpyxectBe HezaBucumbix ['ocympapers ot 20 Hos6ps 2009 roga, deaepanbHOro 3aK0HA OT 5
anpens 2013 roga N 44-@3 "O koHTpakTHOU cucTeme B chepe 3aKyloK TOBApOB, paboT, yCiIyr
JUIsl 00€CTIeueHUsI TOCY/IapPCTBEHHBIX U MYHUIIMITAIBHBIX HYKI" (1aiee 1mo TekcTy - 3akoH N 44-
®3), nocranosienus [IpaBurenscTBa Poccuiickoit @eneparyu ot 30 HOs1Ops 2015 roma N 1289
"OO orpaHHuYEHUSAX U YCIOBUSAX JOIMYCKa MPOUCXOASIINX U3 HHOCTPAHHBIX TOCYIapCTB
JIEKapCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B IIEpeUeHb KU3HEHHO HEOOXOJMMBIX U BaKHEHIITNX
JICKapCTBEHHBIX IpenapaToB, IJs IeJied OCYIIECTBICHUS 3aKyMoK sl oOecredeHus
rOCyIapCTBEHHBIX M MYHMLIMIAIBHBIX HYXA" (Jajee 1O TEKCTy - IIOCTaHOBJIEHHE
[TpaButensctBa P® ot 30 nHos6ps 2015 roma N 1289), a Takke Apyrux HOPMATHUBHBIX
JOKYMEHTOB, PETyJUPYIOIIMX BONPOCHI  OCYIIECTBICHHS 3aKyNOK Uil OOecredYeHus
roCy/IapCTBEHHBIX U MYHUIIMIIAJIbHBIX HYX U 00pallleHus JeKapCTBEHHbIX CPEJICTB.

Paznen 1. OcHOBHBIE IMOHATHA, UCIIOJIB3YCMBIC
B HactosmieM [lonoxxeHun

1.1. Jns neneit Hactosuero [1onokeHns UCMONB3YIOTCS CIAEAYIOUIME OCHOBHBIE MTOHATHS

<1>:

<1> MHcnonb3yembie B IlonoxeHun mnoHATHS '"3aKynka TOBapa Ui oOecreueHus
TFOCYIapCTBEHHBIX WM MYHULMNAIBbHBIX HyXA', "y4acTHMK 3aKkynku', '"3akazuuk',
"JIeKapcTBeHHbIE Tpemaparbl”’, 'MepeueHb IKU3HEHHO HEOOXOJUMBIX W BaXXHEHIITUX

JIEKapCTBEHHBIX MpenapaToB" COOTBETCTBYIOT ONpPENEIEeHUsAM, N3N0KeHHbIM B 3akoHe N 44-D3
u GenepansHom 3akoHe oT 12.04.2010 N 61-P3 "OO6 obparieHuu JeKapcTBEHHBIX CPECTB".

3aKylKa ToBapa [Uii OO0€CleUYeHHUs TOCYJapCTBEHHBIX WJIM MYHULUNAIBHBIX HYXT -
COBOKYITHOCTb JIEWCTBUM, OCYIIECTBISIEMBIX B ycTaHOBIEHHOM 3akoHoM N 44-®3 nopsake
3aKa34MKOM M HaIlPaBJICHHBIX Ha OOecleYeHue rocy1apCTBEHHBIX MJIM MyHHUIMIATbHBIX HYXI.
3aKyrnka HauMHAETCsl C ONpeeNEHUs MOCTABIIMKA U 3aBEPILIAETCS] UCTIOJHEHUEM 0053aTeIbCTB
CTOPOHAMHU KOHTPAKTA;

YYaCTHUK 3aKyIK{ - JII000€ HOPUANYECKOE JIMLO HE3aBHUCHMO OT €ro OpraHHU3al[lOHHO-
npaBoBoi (hopMbl, (HOpMBI COOCTBEHHOCTH, MECTOHAXOXKACHUS U MecTa HPOUCXOXKICHUS
KanuTajia Win Jgo0oe (u3ndeckoe JUI0, B TOM YHCIE 3aperucTpUpPOBaHHOE B KayecTBE
VMHAUBUAYaAJILHOTO MPeIpUHUMATENS;

3aKa3uuK (OpraHu3aTop 3aKyNKH) - TOCYAAPCTBEHHBIM MM MYHHIMIIAIBHBIM 3aKa3uukK
mnbo cormacHo yactu | crateu 15 3akona N 44-®3  OromkeTHOe  yupekIeHUE,
OCYIIIECTBIISOIIEE 3aKYIIKH;

JIEKapCTBEHHbIE Ipenaparhl - JICKApCTBEHHBbIE CPEICTBAa B BUE JIEKAPCTBEHHBIX (oOpM,
npUMeHsieMble U MPOQUIAKTUKY, AUATHOCTUKH, JIeUeHUs 3a0osieBaHusl, peaOuIuTaluu, A
COXpaHEeHMsI, IPEAOTBPAILECHUS WU NPEPhIBaHNs OEPEMEHHOCTH;

NEepevYeHb MKU3HEHHO HEOOXOIMMBIX M BaKHEHIIUX JIEKApCTBEHHBIX IPENaparoB -
exeroqHo yreepxkaaeMbiil [IpasurensctBoM Poccniickoit @enepanyy nepedeHp JIEKapCTBEHHBIX
IpenapaToB A MEAULMHCKOTO MPUMEHEHUs, 00eCTIeYMBAIOIIUX TPHOPUTETHBIE MOTPEOHOCTH
30paBOOXPAaHEHHUs B LENIX MNpOQUIAKTUKM U JieyeHUs 3a0o0jeBaHMH, B TOM YHCIIE
npeo0IagarouX B CTpyKType 3aboneBaemoctu B Poccuiickoit deneparum <1>;
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<1> IlepeuyeHb KUZHEHHO HEOOXOAUMBIX U BOKHEHIINX JIEKAPCTBEHHBIX MPEMapaToB s
MEJIUIIMHCKOTO TPUMEHEHUS, YTBEPKICHHBIN pacnopsbkenrueM IlpaButensctBa Poccuiickoit
®denepannn ot 26 nexadps 2015 roma N 2724-p (mpunoxenue 1).

(crocka B pen. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

ynoinHomoueHHas TIIIT - ToproBo-mpombinuieHHas nanara B Poccuiickoir denepaiuu,
UMEIOIIas MPaBO BbIIABAaTh CEPTUPHUKATHI O MPOUCXOXAeHUU ToBapoB ¢opmbel CT-1, xoTopsie
npenycmotpensl CornamenueM o IlpaBuiiax ornpenenaeHus: CTpaHbl MPOUCXOXKICHUS TOBAPOB B
Conpyxecte HezaBucumpix I'ocynapcts ot 20 HOs10ps 2009 rona;

ceptudukar o npoucxoxaeHuu Topapa Gopmel CT-1 mist eneit ocymiecTBiieHUs 3aKyIOK

s o0ecreyeHus: TOCYAApCTBEHHBIX M MYHULMMAIBHBIX HYXJ - JOKYMEHT, BbIJAHHBII
ynonHomoueHHON TIIIT ygacTHHUKY 3aKylKH M CBUJIETEJIbCTBYIOIIUM O CTpaHE MPOUCXOKICHUS
TOBapOB;

3asiBUTENIb - YYaCTHUK 3aKyNKU WIM [POU3BOJUTENIH TOBapa - OOBEKTa 3aKyIKH,

oOparuBmmiics B ymomHomoueHHyto TIIII ¢ 3asBieHueM o monydeHHH cepTudUKaTa o
npoucxoxaeHuu toBapa (Gopmbel CT-1 nns nened ocylecTBISHHs 3aKyMOK Ui oOecredeHus
rOCY/IapCTBEHHBIX M MYHMIMIIAJIbHBIX HYXJ B COOTBETCTBUU C TPEOOBAaHUSMHU HACTOALIETO
ITonoxenus;

uHpopmannonssiii pecype TIIII Poccun - coBOKynHOCTh MH(POPMALIMU O BBIIAHHBIX aKTaxX
JKCIIEPTU3bI CPOKOM Ha OJMH IO JUI MPOU3BOIUTENIEH TOBapa, COACPKALLEHCS B LICHTPAJIBHON
6a3e nannbix TIIIT Poccun, ¢ moMorpio KoToporo odbecneunBaercs (OpMUpOBaHHUE, XPaHEHUE, a
TaK)Ke TPEJOCTaBICHUE TaKOH HHQPOpPMAIMM ¢ UCHOJb30BaHUEM odunuansHoro caira TIIII
Poccun B nHpOpMAIIMOHHO-TEIEKOMMYHHKAIIMOHHOH ceTH "MHTepHeT";

npoBepounblii  (Bepudukanmonnsnii) pecypc TIIIT Poccum - cnenmanbHbBIA pasgen
opunmansHoro caiita TIIII Poccum B uH(pOpMAIMOHHO-TENEKOMMYHUKAIIMOHHON ceTH
"Untepuer", pacnonoxxkeHHbId 10 anpecy http://verification.tpprf.ru u oOecneunBarommit
BO3MOXKHOCTh OCYILIECTBIICHHSI MPOLIEAYPbI yIaJIEHHON MPOBEPKH (haKkTa BbIAAYN CEPTHPHUKATA O
npoucxoXxaeHuu ToBapa gopmsr CT-1.

Pasznen 2. OOmue moI0KeHU

2.1. ToproBo-nipoMslnieHHbIE TaaThl B Poccuiickoit denepannu BoIAAIOT CEPTUPUKATHI O
IPOMCXOXKAeHUU ToBapoB ¢opmbl CT-1 ans neneit ocyniecTBICHUs 3aKyIOK A o0ecredeHus
rOCy/IapCTBEHHBIX M MYHHIMIAJIBHBIX HYX] (Janee 1mo TekcTy - ceptudukarsl popmer CT-1) B
COOTBETCTBUU C HacTOSIMM [lonoxeHnem.

2.2. K Bepraue cepruduxatoB ¢opmbr  CT-1  gomyckaroTcs — HCKIIOUUTEIHHO
ynonHoMmoueHHble TIIII, mepeueHb KOTOpPBIX NPUBENEH B MNPUIOKEHUM | K HacToseMy
ITonoxxeHu1o.

Ilepeuenp ynomnomoueHHsix TIII pazmemaercsa Ha opunmansHoM caiite TIIIT Poccun.

2.3. Beinaua ceptugukaros popmel CT-1 ocymiecTBisieTcss Ha IUIATHOW OCHOBE COTJIACHO
enuHbBIM Tapudam, yreepxaaembim npukazamu TIIIT Poccun.

2.4. OOmmii KOHTposb 3a cobmogeHueM Hactosmero [lonoxkenus ocymectiser TIIIT
Poccun. B »tux nensax TIIII Poccnnm B yCTaHOBIEHHOM NOPSJIKE IPOBOJIUT IPOBEPKY
nestenbHOCTH yrnonHoMmoueHHbIX TIIIT mo Beimaue ceprudukatoB ¢dopmsl CT-1. K Takum
IIPOBEPKaM IO COTJIACOBAHHMIO MOJYKET NPHUBJIEKATbCSI MMHHCTEPCTBO NPOMBINUIEHHOCTH U
toprosiu Poccuiickoit @enepaunu (Munnpomropr Poccun).

2.,5. B cnyyae HapymeHus Tnopsaka  Bbyiaun - ceprudukaroB  gopmer  CT-1
ynosaomoueHnnbie TIIII, momycTuBimme Takue HapymeHus, MoryT ObITh pemenrem TIIIT Poccun
JIMIIEHBI TPaBa BbIJIAUM YKa3aHHBIX JTOKYMEHTOB JIO0 BBHIMOJHEHUS TPEOOBAaHMMA, N3JI0XKEHHBIX B
HacrosiuieM [lomoxenun.
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2.6. Ynonnomouennsie TIIIT o6s3anbl obecneunTs KOH(UICHIMAIBHOCTE UH(POPMALIUH,
NOJTYYCHHOM B XO/€ pealn3alnuu HacTosmero llomoskeHus, u HECyT OTBETCTBEHHOCTH 3a €¢
pasriamieHre B COOTBETCTBHH C 3aKOHOAATeNCTBOM Poccuiickoit @enepanmn.

2.7. @axr Bbinaun ceprudukata Gopmer CT-1 MoxkeT OBITH MPOBEPEH C MCIIOIB30BAHUEM
npoBepouHoro (BepudukanuonHoro) pecypca TIIIT Poccun.

Paszen 3. YcinoBust 1 0cOOCHHOCTH BBIIAYH CEPTUDHUKATOB
¢dopmbr CT-1

3.1. Ceptudukatsr popmer CT-1 Beigatorcst ynonmHomodeHHbiMU TIIIT 3anHTEpECOBaHHBIM
y4aCTHUKAaM 3aKyNoOK (3asBUTEISIM) WIM TNPOU3BOAMUTEISIM Ha JIEKapCTBEHHbIE IpernapaThl,
BKIIIOUCHHBIC B JICHCTBYIOIIMI TEpPEUeHb JKU3HCHHO HEOOXOJMMBIX U  BaKHEHIIHX
JICKapCTBEHHBIX IMpernapaToB W Kiaccuuiupyemble B cooTBeTcTBUM ¢ OOIepoccuiickum
KJIacCu(PUKaTOpoM MPOAYKIMH MO BHIaM dKoHoMUueckon aesterabHoct OK 034-2014 (KIIEC
2008) B moarpymmax 21.20.1 - "lIpemapatet nekapctBeHHble" u 21.20.2 "IIpemaparsl
JIEKapCTBEHHbIE IPOYME U MaTepuabl, IPUMEHSIEMbIE B MEIULIMHCKUX LEesIX" (J1ajee Mo TeKCTy
- TOBapbl), KOTOPBIE JOHKHBI OBITH MIPOU3BEACHBI (M3TOTOBIIEHBI) B COOTBETCTBUH C KPUTEPUSIMU
OIpe/ieNIEHUs] CTPaHbl IPOUCXOXKACHUS TOBAPOB, MPeAyCMOTpeHHbIMU [IpaBunamu onpeneneHus
CTpaHbl MPOUCXOXKICHHUS TOBAPOB, SBIAIOIIMMUCS HEOThbemseMol dYacTbto CorjamieHus o
[IpaBuiiax ompezneneHus CTpaHbl HpoucxoxaeHus ToBapoB B CoxapyxkectBe HesaBucumbix
I'ocymapet ot 20 HOs10pst 2009 rona (manee mo tekcry - [Ipasuna ot 20 HosiOpst 2009 rona).

(B pen. ITpukaza TIIIT P® ot 19.09.2016 N 110)

Ceptudukatsr popmsl CT-1 mo 31 mexadpst 2016 roma BKIFOUUTEIHHO TaKXKE BBIIAIOTCS HA
TOBapbl, yKa3aHHble B a03alle BTOpOM MyHKTa 5 mocrtaHoBieHus IIpaBurensctBa PD ot 30
HOs10pst 2015 roga N 1289, B OTHOIIEHHH KOTOPBIX HA TEPPUTOPHUAX TOCYIAPCTB - UICHOB
EBpasuiickoro skoHomuueckoro cot3sa (EADC) ocymecTBisercss UCKIIOYUTENBHO MEPBUYHASL
yIakoBKa M BTOpUYHas (TIOTPEOUTEIbCKAsl) yMaKOBKa WM BTOpUYHAs (MOTPeOUTENbCKas)
yIaKoBKa ¢ 00ECIeUeHUEM BBIITYCKAOIIEro KOHTPOJIS UX Ka4eCTBa.

(a63an BBeneH [Ipukazom TIIT P® ot 19.09.2016 N 110)

3.1.1. Tabnuma coorBercTBUs KOoA0B Kiaccudukanuu no OK 034-2014 (KIIEC 2008) c
kogamu TH BDJI EABC nns ToBapoB - JE€KapCTBEHHBIX IpeNapaToB, IMPUBOJUTCS B
pUJIoKeHUH 2 K HacTosieMy [lonoxenuro.

3.1.2. Ceprudukarel ¢opmer CT-1 npu ycaoBUM  BBIIOJHEHHS TpeOOBaHUIA,
MPEayCMOTPEHHBIX MyHKTOM 3.1 pasnena 3 Hacrosmero [lomokeHus, BBIJAIOTCS HA TOBApHI,
NPOMCXOAIINE M3 TOCyIapcTB - ujieHoB EBpasuiickoro sxoHomuueckoro corosa (EADC), a
takke 10 31 mekabps 2016 roma BKIIOYMTENHHO HAa TOBAphI, YKa3aHHBIE B a03aile BTOPOM
nyHkTa 5 nocraHonenus [IpasurensctBa PO ot 30 Hos6pst 2015 roma N 1289.

(B pexn. IIpukaza TIIIT P® ot 19.09.2016 N 110)

Ha ToBapsl, npoucxoasiiue u3 TpeTbuX CTpaH, BKIIOYas APyrue rocyAapcTBa - y4aCTHUKU
Cornamenuss o IlpaBunax omnpeneneHus CTpaHbl NMPOUCXOXKACHUS TOBapoB B CoIpykKecTBe
HeszaBucumsix 'ocynapcets ot 20 HostOpst 2009 rona, ceprudukarsl popmer CT-1 He BbIatoTCs.

3.2. Ecnu uHoe He mpexycMoTpeHo HactosumM [lonoxkenuem, ceprudukar Gopmsr CT-1
opopmisieTcs Ha OCHOBAHMM TIEPBUYHOIO aKTa BSKCIEPTHU3bI, BBINOJIHEHHOTO H3KCIEpTaMu
ynonHoMmoueHHoi TIIII, koTopas pacmonoxeHa B MECTE€ HAXOXACHMsI HENOCPEICTBEHHOIO
MIPOU3BOJUTENSI TOBapa - OOBEKTa 3aKyrnok (ero ¢uiauanga, 000COOJICHHOTO TOAPA3IACIICHHUS ).
VYKka3aHHbIe TEPBUYHBIE AKThl HKCHEPTH3bl O(GOPMIIAIOTCS HA TOCTOSHHYIO HOMEHKIATYPY
TOBAapOB CPOKOM Ha OJIMH Toj (Aajiee Mo TEKCTY - ['0/J0BbIe aKThl SKCIIEPTHU3BI).

[Topsanox 3anonHeHust ['0J0BBIX aKTOB SKCIEPTHU3bI, @ TAKXKE MOPSIOK MOIYYEHHUS TaKUX
nokyMeHTOB ynonHoMoueHHbIMH TIIII, koTopble HA UX OCHOBaHMHM HEMOCPEICTBEHHO BBIJAIOT
ceptudukatsl popmer CT-1, yreepkaatorcst TIIIT Poccun.
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3.3. Cepruduxarsr ¢popmsl CT-1 Beigarorcs ynomHomoueHHbiME TIIII ¢ mpumeneHuem
IIPOrPaMMHOI0 KOMIUIEKCA M0 0(OPMIIEHHIO, BbIJIau€ U Y4ETy CepTU(UKATOB MPOUCXOXKICHHUS,
paspabateiBacmoro u BHeapsiemoro TIIIT Poccum.

3.4. Ceptudukatsl popmbl CT-1 B 2IEKTPOHHOM BHJIC HAMPABIISIOTCS YIIOJTHOMOYEHHBIMHU
TIIII B nentpansuyto 6a3y ganusix TIIIT Poccun B TeueHne qByx pabounx ITHEH ¢ AaThl BBIIAYH.

3.5. TIII Poccun BeneT equHylo 3JIeKTPOHHYIO 0a3y naHHbBIX cepTtudukatoB popmer CT-1,
BblJIaBaeéMbIX Ha Tepputopuu Poccuiickoii @enepanuu, obecnedynBaeTr padoTy MPOBEPOYHOIO
(Bepudukammonnoro) pecypca TIIIT Poccun.

3.6. TIIIT Poccun pa3memnaer Ha MHOOPMAIIIOHHOM peCypce CBEACHUS O MIPOU3BOIUTENSX
U TOBapax, Ha KOTopbIe 0(hopMiIeHbI ['010BbIE aKThI IKCTIEPTH3HI.

3.7. Ceprudukar dopmsr CT-1 mpekpamaer cBoe IEHCTBUE MOCIE 3aBEPIICHUS 3aKYIKU
TOBapa [uid 00ecreueHHs roCyJapCTBEHHbIX WIM MYHUIUIAIBHBIX HYX, A KOTOPOH OH ObLI
npeHa3HayeH, 3a uckimoyeHneM ceptuduxaroB CT-1, ykazaHHBIX B MyHKTE 3.8 HACTOSIIETO
ITonoxeHns.

(B pen. ITpukaza TIIIT P® ot 19.09.2016 N 110)

3.8. Ha ToBapsI - 1eKapCTBEHHbIEC MpenapaTsl JOIMyCKAeTCsl BbIada CepTU(PUKATOB (POPMBI
CT-1 cpokoM JeicTBUSA 0 OJTHOTO rojia B MOPSIKE, IPETYCMOTPEHHOM pa3/ieioM 6 HAaCTOSAIIEro
[Tonoxenus <1>.

(8 pea. [Ipuxaza TIIIT P® ot 19.09.2016 N 110)

<1> B cnyuae, eciu ceprudukar CT-1 cpokom nelcTBUS A0 OJHOrO rojia MpeKpariaert
CBOE JICHCTBHE B TE€UEHME INPOBEICHMs 3aKYIKH, Ui KOTOPOM OH NpeaHa3HadyeH, CPOK €ro
JeMCcTBUS IPOJIEBAETCS 10 3aBEPILIECHUS TaKOH 3aKyIKH.

(8 pea. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

3.9. B ciyuae yrparsl win mnoBpexjaeHus ceptudukara opmbel CT-1 mo nucbMeHHOMN
npocbOe 3asBUTENs BblAaeTcs ero Ayonukat. [Ipu Beinaue nyonukaTa B rpade 12 ykasbiBaercs
JaTa BBIIAauM ayOnukara, a B rpade 5 - cmoBo "lyOmukar", HOMep W Jara yTpaueHHOTO WM
MOBPEXACHHOT0 opuruHaia ceprugukara popmsl CT-1.

Hy6mukat ceprudukata ¢opmsl CT-1 BeTymaer B cuily ¢ JaThl BBIJAUM OpUTHMHANA U
IIPEKpaIaeT CBOE JCHCTBUE C JAaThl, C KOTOpOH mpekpaTus Obl CBOE JEHCTBUE OpUTHHAI
ceprudukara popmbsl CT-1, BMECTO KOTOPOTO BBIJIaH TyOIUKAT.

3.10. Konuu ceptudukaro popmsl CT-1, apyrue nOKyMeHTbI, HA OCHOBAHUU KOTOPBIX
ObUIM BBIIAHBI YKa3aHHbIe cepTU(dUKAThI, XpaHaTcs B ynosHomoueHHoi TIIIT B Tedenue Tpex
JIeT ¢ 1aThl BBIJAUH.

Paszpnen 4. Ilepeuenp 1 nopsiIOK MPEOCTABICHUS JOKYMEHTOB,
HEOOXOAUMBIX JUIs nonyyeHus ceprudukata gpopmer CT-1

4.1. Ina nomyuyenus ceptuduxara ¢opmbl CT-1 ydgacTHUK 3aKylnmKH NpeACTaBIsIET B
ynonaomoueHHyto TIIIT 3asBnenue ¢ mpock00it 0 Bemaue ceprudukara popmer CT-1 (manee mo
TEKCTY - 3aBJICHHE), KOTOPOE MOAMMUCHIBAECTCS PYKOBOJUTEIEM 3asBUTENS (YUaCTHHKA 3aKYIIOK)
WIN YIIOJIHOMOYEHHBIM UM JIUIIOM, JCHCTBYIONINM Ha OCHOBAHWHW JOBEPEHHOCTH, MPHKa3a WU
MHOTO JIOKYMEHTA, MPEyCMOTPEHHOTO 3aKOHO1aTEIbCTBOM.

B 3asBneHun ykas3blBaloTCS HaMMEHOBAHHE M aJpec 3aKa3uuka (OpraHuzaropa 3aKylKu);
UICHTU(PUKAIIMOHHBIN KOJ 3aKYIKH; HaMMEHOBAaHUE TOBapa - OOBEKTa 3aKyNOK (C yKazaHHEeM
HOMEpa pEerucTpPaliOHHOTO  YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IMperapaTra, BbIJIaHHOTO
Munsapasom Poccun, u kona knaccudukaruu no OK 034-2014 (KIIEC 2008), ero koim4ecTso,
HAaUMEHOBAHUE U aJ[pec MPOU3BOAUTENS TOBApa, a TAKKE 3aMUCh 3asIBUTEIIS O TOM, YTO OH HECET
OTBETCTBEHHOCTb 32 JIOCTOBEPHOCTh IPEJICTABICHHBIX CBEACHUI U JOKYMEHTOB ((opma
3asBJICHHS IIPUBEJICHA B IPUJIOKEHNH 3 K HacTosmemy Ilonoxenuto).
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3asBIeHHEM TaKXe MOATBEP)KIACTCS, YTO B CIIydae, €CJIM 3asBUTENb OyIET OIpeJesieH B
Ka4yecTBe MOCTaBLIMKA 00BEKTa 3aKyIKH, TO OH IPUHUMAET Ha ceOs 00513aTeIbCTBO MUCbMEHHO
yBeoMUTh ynoinHomoueHHY0 TIIII o 3aknrodeHuMM KOHTpakTa Ha TaKylO 3aKyIKy B T€YEHUE
NATHAAUATH PabOYMX JAHEH ¢ MOMEHTA €ro 3aKII0YeHUs.

B 3asBieHun MoxeT ObITh yKa3zaHa JONOJHUTEIbHA UH(OpMALMs, CBSI3aHHAs C y4yacTUEM
B 3aKyIKaX, O KOTOPOW 3asBUTEIb - YYACTHHK 3aKyMOK CYHTAET HEOOXOIAMMBIM YBEIOMHUTH
ynonHomoueHnnyoo TIIIT (Hampumep, 0 HaxozasmEeMcs B €ro COOCTBEHHOCTH TOBape - OOBEKTE
3aKYTIKH).

4.2. K 3asBJI€HUIO MPUIIATAIOTCS CIIEYIOIINE CBEJICHUS U IOKYMEHTHI <1>:

<1> JIoKyMeHTbI, HEOOXOAUMBIE ISl BBIIAYHM aKTOB AKCIIEPTH3BI U PaHEe MPEICTABICHHBIC
B YnosHomoueHHyo TIIII, MOoryr He npeacTaBiasAThCSA IPU YCIOBUHU, YTO B HUX HE BHOCUIIMCH
WU3MEHEHUs U fnonoaHeHus. [Ipu 3Tom cBeeHus 0 TaKUX JOKYMEHTAX BHOCSTCS B 3asIBJICHUE.

4.2.1. IlpaBoycTaHaBIMBAIOLIME W PETHUCTPALIMOHHBIE JOKYMEHTBHI 3asBUTENS (KOIHUH
CBUJIETENILCTBA O T'OCYAAPCTBEHHOMN PErUCTpalvy U MOCTAHOBKE HA YYET B HAJIOTOBOM OpraHe C
ykazanueM OI'PH, wundopmanumonnoe mmcbmo u3 Poccrata ¢ ykazanuem koma OKIIO
(MHIMBUYaJIbHBIA MpEANPUHUMATEIND MPEACTABISAET KOMUIO CBUETENbCTBA MHIWBUYaJIbHOTO
YaCTHOI'O MPEeIIPUHUMATENS U KOMUIO OOLIErpa)1aHCKOro MacrnopTa), A1 (PU3UYecKoro Juua -
KOMHMsI 00LIerpa)/1aHCKOro nacropra.

4.2.2. Ilpn Hammuuu ['0MOBOTrO aKTa AKCHEPTU3BlI 3asABUTENb YKA3bIBAET B 3asBJICHUU
ceegeHust o [‘ogoBoM akre »sKkcrepTu3bl (HOMEp, Jara, HaMMEHOBAaHUE BbIIABLIEH €ro
ynoaHomoueHHo# TIIII) <1>.

<1> Csenenus o ['onoBoM akTe 3KkcnepTU3bl (HOMEp, AaTa, HAUMEHOBAaHUE BBIIABIIEH €ro
ynoiaHoMmoueHHo# TIIII) pasmematorcs Ha uHbopManmonHoM pecypee TIIIT Poccun.

4.2.3. Ilpm otcyrctBun ['0m0BOro akra »SKCIEPTU3bl 3asBUTENb MPEAOCTABISET B
ynosHoMoueHHyro TIIII crienyronue cBeneHus U JOKyMEHTHI:

4.2.3.1. CBeneHus 0 HAJIMYUM NTPOU3BOJICTBA U BUAAaX padOT, COCTABISAIONIUX J1€ATEIbHOCTh
10 MPOU3BOJICTBY (M3TOTOBJIEHHIO) 3asBISIEMOIO TOBapa, a UMEHHO:

(8B pea. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

- KONWS JIMLUEH3UM (JIMIEH3UI) Ha TPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB  JUIS
MEIUIINHCKOro npuMeHeHnss Munnpomropra Poccun.

(8 pen. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

4.2.3.2. CBeneHust M JOKYMEHTBI, ITOATBEPKIAIONINE BO3MOXHOCTH OCYIIECTBIICHUS
JEeSTEIbHOCTH 110 MPOU3BOJICTBY (M3TOTOBJIEHUIO) TOBapa, a UMEHHO:

(B pexn. IIpukaza TIIIT P® ot 19.09.2016 N 110)

- korusa JlokyMeHTa, COJAEp)Kalllero CBEACHHUS O CTaausiX TEXHOJIOTHYECKOro Ipolecca
IIPOU3BOJICTBA JIEKAPCTBEHHOTO CPEJCTBA, OCYIIECTBISAEMBIX Ha Tepputopun EBpasuiickoro
SKOHOMHYECKOTO COr3a <I> a mnpu ero OTCYTCTBUM - KOMIUIEKT JOKYMEHTOB,
MOATBEP>KTAIOLIUI BBIMOJIHEHUE TEXHOJOTHYECKOIO IpOIecca MPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara UM JIeKapcTBEHHOU (opMbl, 0(OpMIICHHBIN B COOTBETCTBUH C MPETyCMOTPEHHBIMHU
3aKOHO/ATEIbCTBOM TPEOOBaAHUSIMU;

(B pexn. IIpukaza TIIIT P® ot 19.09.2016 N 110)

<1> IIpenycmotrpen nyHkroM 10.2 craten 5 @enepanpHoro 3akoHa ot 12.04.2010 N 61-

@3 "O6 obpareHNH JeKapCTBEHHBIX CPEACTB".

- KOIIMM PErucTPalMOHHBIX YAOCTOBEPEHUN Ha JIEKApCTBEHHBIE IPENapaThl, BbIIAHHBIX
Munsapasom Poccny;
(8 pen. ITpukaza TIIIT P® ot 19.09.2016 N 110)


consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD1KBj2R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD1KBj1R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD1KBj7R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD1KBj6R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691129A4D0026E4553D1CF2382C051262E79E074KEjDR
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD1KBj6R

- KOMHUU CepTU(PUKATOB COOTBETCTBUS HAa MPOAYKIUIO, MOJUICKANIYI0 00s3aTeNbHOMN
CepTU(UKAIMY WX ACKJIAPUPOBAHUIO (ITPH HAIUYNN);

- IMepeyeHb HCIONB3YEMBIX IPH TPOU3BOJCTBE TOBapa aKTHUBHBIX (hapMalleBTHUECKHX
CyOCTaHIIMI ¥ BCIIOMOTATENbHBIX BEHIECTB, a TaKKe YINAaKOBOYHBIX MAaTepuajioB U
KOMILJIEKTYIOIIHX;

- CBEACHUS O TPOU3BOJICTBEHHBIX (TEXHOJOTMYECKUX) OINEpalusXx WM CTaJausIX
MIPOM3BOICTBA, OCYIIECTBIIIEMBIX IO JJOTOBOPAM OKa3aHHs YCIIYT, BBIIOJHEHHs paboT, Moapsaa,
B CJIy4ae WCIOIb30BAHUS MPOU3BOJICTBEHHBIX MOIIHOCTEH JPYrUX XO3SHUCTBYIOIIUX CYyOHEKTOB
Ha TEPPUTOPUSIX TOCYJAPCTB - YICHOB EBpa3niickoro 3KOHOMHUYECKOTO CO03a.

4.2.3.3. Jlna TOBapoOB, M3rOTOBJEHHBIX C MCIIOJb30BAaHUEM HMHOCTPAHHBIX MAaTEpHUATIOB
(CBIpBS) M KOMIUIEKTYIOIIMX, 32 UCKIIOUEHUEM MPOUCXOSIINX U3 rocyaapcts - wieHoB EADC,
MIOMUMO BBIIIEU3JIOKEHHBIX CBEICHUM U JOKYMEHTOB MIPEICTABIIAIOTCS;

- OIMUCAHKE BCEX MATEPHUAJIOB (ChIPhs) U KOMIUIEKTYIOIIUX HHOCTPAHHOTO MTPOUCXOKACHHUS,
U3 KOTOPBIX U3TOTABIMBAETCS TOBAP, C YKa3aHHEM CTPaHbl IPOUCXOKACHUS, CTOUMOCTH U KOJIOB
TH B3] EADC (Ha ypoBHE HE MEHEE MEPBBIX YEThIPEX 3HAKOB) <1>;

<1> B cnydae, eciu MNpu NPOU3BOACTBE KOHEYHOM MPOAYKIIMU HE HCIOIb3YIOTCS
MaTepuayibl (ChIPbE) U KOMIUIEKTYIOUIME WHOCTPAHHOTO MPOUCXOKICHUSI, UMEIONNE TOBAPHYIO
nozunnio no TH BBOJ[ EADC oaumHakoByr0 C TOBapHOM MO3ULIMEH KOHEYHOM NIPOAYKLHUH,
MOCIEAYIOLIUE CBEICHUS U JOKYMEHTBI, TIepedrciieHHbIe B M. 4.2.3.3, He NpeCTaBIAIOTCS.

- KaNpKYJSIIMS LEeHbl EAMHHIIBI TOBapa HAa YCJIOBHUAX (PAaHKO-3aBOJ TMPEANPHUATHUS
W3TOTOBUTES;

- Oyxrairepckue u (WJIn) UHbIE JOKYMEHTBI, MOATBEpkKAaomre (pakTHIeCKre U MIaHOBBIE
(YTBEp>KIEHHBIE) PACXO/Ibl, CBA3aHHBIE C MPOU3BOJICTBOM KOHEYHOM MPOIYKIMH, MOJJIeKaIINe
BKJIFOUEHUIO B pacyeT 1IeHbl KOHEUHOM MPOIYKIIMHU Ha YCIOBUSIX (PpaHKO-3aBOJ.

4.2.4. Ecnu 3agBUTENb HE ABISETCS MPOU3BOAUTENEM W/MIM COOCTBEHHHMKOM TOBapa -
00BEKTa 3aKYyIKH, OH JIOMOJHUTENIBHO MpejcTaBiseT B ynoinHomodeHHnyto TIIII rapanrtuitHoe
MUCHMO (MJIM yKa3bIBaeT B 3asBJICHUH) O 3aKIOYEHUH KOHTPaKTa (JI0roBOpa) ¢ MPOU3BOJUTEIIEM
WIM WHBIM JIMIIOM Ha TMOCTAaBKY TOBapa - OOBEKTa 3aKyNOK B HEOOXOJUMBIX KOIUYECTBE U
HOMEHKJIAType B Cily4yae, €ClIM TaKod 3asBUTENb OYyAeT ONpeiesieH B KauecTBE MOCTaBIIMKA
TOBapa AJis 3aKyIOK.

4.3. Uckimouew. - [Tpuka3 TTIT P® ot 19.09.2016 N 110.

4.3. TlpencraBieHHbIC CBEJCHUS U JIOKYMEHTHI JIOJDKHBI OBITH ITOANMCAHBI PYKOBOIUTEIEM
3asIBUTEJI WIN YIIOJTHOMOYEHHBIM UM JIMLIOM, JEHCTBYIOIIMM Ha OCHOBAaHUU JIOBEPEHHOCTH WJIN
npukasa (pacrnopspkeHusi) 3asBurens. Ilpu stom Oyxranrepckue JOKYMEHTHI JOJKHBI OBITH
Tak)Ke TOJIMUCAHBl TJaBHBIM OYyXTaJaTepoM 3asBUTENS WM JUIOM, YIOJHOMOYEHHBIM Ha
OCyIIEeCTBIIEHHE 00s3aHHOCTEH IITaBHOTo OyXranrepa.

B cnyuae BBenenus B nevictBue TIIII Poccnu cucteMbl 31€KTPOHHOTO JOKYMEHTOOOO0pOTa
IpY peanu3aly Npoueaypsl Belgauu ceprudukaros popmsl CT-1 nomyckaercs mpecTaBieHue
JIOKYMEHTOB, MTOJITUCAHHBIX 3JIEKTPOHHOM HU(POBON MOIIHICHIO 3asIBUTEIIS.

44. Ecnu cBeieHUss M JIOKYMEHTHI, yka3aHHble B myHKTax 4.1 u 4.2 Hacrosiero
[Tonoxxenus, mpeACTaBICHBI 3asBUTEIEM HE B TOJHOM oObeMe, ymosHomouenHas TIIII B
TEYeHUEe Tpex pabouux AHEH C JaTbl NPEACTABICHUS 3asBIEHHS C TPOChOOW O BbIIaue
ceprudukara Gopmel CT-1 HanpaBisieT 3asgBUTEIIO 3aMpPOC C MPEAIOKEHUEM B TEUEHHUE TISATH
pabouux naHEHl co JHSA MONy4YeHHs MM 3ampoca MPeICTaBUTh HEJOCTAIOIIUE CBEACHUS U
nokyMeHThl. [lo XomaralicTBy 3asBUTENsS CPOK MPEACTABIECHUS HEAOCTAIONIMX CBEACHUH U
JOKYMEHTOB MOXeT ObITh mponaneH ymornHoMmoueHHO# TIIII, Ho He Oonee uyeM Ha nOecsTh
pabounx paueil. Ecnu 3asBUTENs B yCTAHOBJICHHBIH CPOK HE TMPEICTABUT 3alpaniiBacMble
CBEICHMSI M [JOKYMEHThl WJIM HE MOJACT XOAAaTaliCTBO O NPOIJIEHUU OTOrO CpOKa,
ynonHomoueHHass TIIII HampaBisieT 3asiBUTENII0 MOTUBHPOBAHHBIM OTKa3, MPEAyCMOTPEHHBIN
nyHkToMm 4.7 Hactosuero [lonoxeHus.
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MoOTHBUPOBaHHBII OTKa3 3asBUTENIO TAK)XE HAMpaBIIAETCS B Cly4ae, €ClId CBeIeHHUs 00
YKa3aHHOM B 3asBJICHUM TOBAape OTCYTCTBYIOT B IieHTpasibHOM Oaze manHbiXx TIIII Poccum u
COOTBETCTBEHHO Ha mH(popmannoHHoMm pecypce TIIIT Poccum B kadecTBe cBepeHuit o ToBape,
MpOUIe/IIEM SKCIEePTH3y Ha MPEIMET €ro COOTBETCTBUS TpPeOOBAHUSIM, IMPEILyCMOTPEHHBIM
nyHkToM 3.1 pasnena 3 Hactoswmero I[lonoxenus. B aTom ciydae 3asBUTENIO INpeajaraercs
MPEJCTaBUTh JTIOKYMEHTHI U CBEICHMS, yKa3zaHHble B noanyHkre 4.2.3 mynkrta 4.2 paszaena 4
Hacrosiiero ITonoxenus.

4.5. Tlo pe3ynapTaTaM pacCMOTPEHHUS KOMIUIEKTa JOKYMEHTOB YyrosHoMmoueHHOo# TIIIT
cocraBisieTcs U Beigaercs ceprudukar popmbel CT-1 B TeueHne Tpex pabounx THEM.

4.6. B cinydae, eciii Ha OCHOBAHHH IPEJICTABICHHOTO 3asBUTENIEM KOMIUIEKTA JOKYMEHTOB,
B TOM YHCIIE IIOCJI€ HaIlpaBJ€HUs 3alpoca, MPEeAyCMOTPEHHOro mnyHkToMm 4.4 pasznena 4
Hactosawero IlomoskeHus, He NpPENCTaBISIETCS BO3MOXHBIM ONPEIEIUTh COOTBETCTBUE
3agBJIGHHOTO  TOBapa  TpeOOBaHUAM, MPEAYCMOTpEHHbIM  HactosmuMm [lonmoskeHuewm,
ynoiaHomoueHHas TIIII B Teuenwe Tpex pabouux [JHEH HampaBiseT 3asgBUTEIIO
MOTHBUPOBAHHBIN MICEMEHHBIN 0TKa3 B BhAaue cepruukara popmer CT-1.

(8 pea. [Ipuxaza TIIIT P® ot 19.09.2016 N 110)

4.7. 3agBneHue, ykazaHHoe B mnyHkre 4.1 pasgena 4 nHacrosimero IlonoxeHus, Takxe
npeacrasisieTcss B ynoiaHomoueHHyo TIIII Ha 31eKTpOHHOM HOCUTENE WIM HAaIlpaBiseTCs IO
AJIEKTPOHHOM mouTe. JIOKyMEHTBI U CBEJIEHUS, YKa3aHHbIe B IIyHKTe 4.2 pazjena 4 HacTOSILEro
[Tonoxxenus, moryt mo mnpocbOe ynomHomouyenHou TIIII mpencraBnATbCs Ha ANEKTPOHHOM
HOCHUTEJIE UJIM HAIIPABJIATHCS 10 3JIEKTPOHHOM MOYTE.

Paznen 5. ®opma u nmopsaok 3anonHeHus ceprudukara Gopmer CT-1

5.1. Cepruduxar popmsl CT-1 cocraBnsiercst no popme, IPUBEIEHHON B MPUIIOKEHUN 2 K
[TpaBuiiam ot 20 HOs10pst 2009 roxa.

5.2.1. Ceptudukar ¢popmsl CT-1 3amonHseTcs co caelyromuMi 0COOEHHOCTAMU:

rpada N 1. Yka3piBaercss nuHGopManus o 3asiBUTENE - yYaCTHUKE 3aKyNOK (HAaMMEHOBAaHUE
u ajpec, Ui puznueckux aun - PUO u anpec).

rpaga N 2. Vkas3piBaeTcs uUHpopManus O 3aKa3yuke (OpraHu3arope) 3aKylok
(HamMeHOBaHUE, aJIpec).

rpada N 3. He 3anonusercs.

rpada N 4. Vka3blBaeTcsi HAUMEHOBaHUE CTpaHbl, r1e BblaH ceprudukar gopmsr CT-1 -
"Poccuiickas denepanus', ¥ HaMMEHOBAHUE CTpPaHbl, B KOTOpOH OH OyJeT MNpe/icTaBlieH -
"Poccuiickass ®enepauuda’, ero perucTpalliOHHBIH HOMEp, KOTOpBIM IpPHCBaUBAETCS
ynoinHomoueHHo# TIIIT.

PeructpanuonHbsiii HOMep yKa3bIBaeTCsi B JIEBOM BepxHeM yriay rpadsl 4 ceptudukara
dopmbl CT-1 u cocTouT U3 nocneaHen U@psl roga, B KOTOPOM BbLAAETCS cepTU(UKAT POPMBI
CT-1, xonma ynomnomoueHHod TIIII, cocrosimiero u3 Tpex wmu@p (KOAbl NPUBEIEHBI B
npuwiokeHun |k HacrosimeMy llonokeHuro), ¥ NOpPSAIKOBOrO HOMEpa BBIIaBAEMOIO
ceprudukata popmer CT-1, cocrosiuero u3 mectu nudp.

B Bepxnem mnpaBom yriy Onanka cepruduxara ¢opmer CT-1 (rpada 4) ykazan
OTIEeYaTaHHbIH THUNOrpadCKUM CIOCOOOM HOMep OJaHKa, COCTOAIIUN M3 THocieaHed Iudpbl
rojia, B KOTOPOM H3TOTOBJIEH OJIaHK, a TaKXKe IIECTU3HAYHOTO IOPSIKOBOrO HOMepa OlaHKa
ceptudukara popmsr CT-1.

rpada N 5. "Ilna cimyxeOHbIX oTMeTok". BHocuTcs cnenyromas 3anuch: "ns ueneit
OCYILECTBIICHHUS] 3aKyMOK JJs TOCYIAapCTBEHHBIX M MYHUIMNAIBHBIX HYXI' U, IpH
Heo0XxoauMocTH, HHpopMalys o 1y0aukaTe, BHOCUMas B MOPAJIKE, IPEAYCMOTPEHHOM ITyHKTOM
3.9 paznena 3 Hacrosmero [lonoxenus.

rpadga N 6. "Homep". Yka3biBatoTcsi HOMepa 1O TMOPSAKY, 00O3HAYAIOIINE Pa3IMYHBIC
TOBApHI - 00BEKTHI 3aKYIIOK.
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rpaga N 7. "KommyectBo Mmect u Bua ynakoBku". B manHoil rpade ykaspiBaeTcs
KOJINYECTBO MECT U BUJ| YIIAKOBKH, €CIIM Takas umeercs. IIpu OTCYyTCTBMM yIIakOBKM BHOCHUTCS
3anuch: "be3 ymakoBku".

rpada N 8. "Omnucanue ToBapa". YKa3pIBaeTCs HANMEHOBAHUE TOBapa - 00BEKTa 3aKyIOK C
yKa3aHHEM €ro [JO3MpPOBKM M JApPYrHe CBEAEHUS, I03BOJIAIOLIME IMPOM3BECTH OJHO3HAYHYIO
UJCHTUQUKAIIMIO TOBapa, BKJIIOYAas HAMMEHOBAaHME MPOU3BOJAUTENSI TOBapa M HOMEp
PETUCTPALIMOHHOTO YI0CTOBEPEHUS, BbIJaHHOT0 MuH3apaBoM Poccuu.

B cmywsae nemocrarouHoctu wmecrta B rTpade 8 ceprudukara Qopmer CT-1 mpu
NEPEYUCICHNN TOBApHBIX MO3ULMH JONYyCKaeTcsl IPUMEHEHHE JONOJHUTENIbHOIO JIMCTa
(7tuctoB), popma KOTOporo InpuBeneHa B npuiokeHun 3 k [IpaBunam ot 20 Hos6ps 2009 roxa,
3aII0JIHSIEMOI'0 B YCTaHOBJIEHHOM HOpPsAKE (TaK )K€, KaK COOTBETCTBYIOIME Ipadbl cepTHdUKaTa
dopmbl CT-1, kK KOTOpOMY IpHUIIAraeTCs JOMOTHUTEIbHBIN(E) JIUCT (JIUCTHI).

[Ipu >TOM mepeyrcieHne TOBApHBIX MO3UIUI HaunHaeTcs B cepTudukare dopmsr CT-1
(rpada N 8) m mpomomkaeTcs Ha JOMOJHUTEILHOM(BIX) JiMcTe (MucTax). B BepxHeil mpaBoit
YacTU JOIMOJIHUTEIBHOrO(bIX) JIUCTa (JIMCTOB) YKa3bIBA€TCsl TOT K€ PErHMCTPALlMOHHBIN HOMED,
yto U B rpade 4 cepruduxara popmer CT-1, k kKoTOpomy OH (OHHM) Tpusaraercs (Homep OraHKa
ceptuduxata popmsl CT-1 B JOMONHUTEIHHOM JHCTE (JINCTAX) HE YKAa3bIBAETCA.

3anonHenue ceptudurara Gopmbl CT-1 u jnomonHuTENBHOrO JMCTa Ha OOOPOTHOM
CTOPOHE HE JIOIYCKaeTcs.

rpada N 9. "Kputepuu npoucxoxaeHus". 3anoiHsercss B MOpSAIKE, MPEAYCMOTPEHHOM
nyHkToM 7.4 IlpaBun ot 20 Hos6ps 2009 rona.

rpaga N 10. "KomuuecTtBo TOBapa". YKa3bIBalOTCS KOJMYECTBEHHBIE XAPAKTEPHUCTHKHU
toBapa corniacio TH BOJI EADC.

rpaga N 11. "Homep u para cuera-axtypsl". He 3anonnsercs, rpapa N 12.
"V nocroBepenue". 3anoyiHAETCS B MOPAJKE, NMpeaycMoTpeHHOM IyHKTOM 7.4 IlpaBun ot 20
Hos0ps 2009 rona.

rpacda N 13. "Jleknapauus 3assurens”. B qanHol rpade ykassiBaeTcs cTpaHa, IJie TOBapbl
ObUIM MTOJTHOCTHIO POU3BEIEHBI WIIM MOJIBEPTHYTHI JOCTATOUYHOM nepepaboTke, CTaBUTCA Me4aTh
3asiBUTENSA, (paMUIIUs, MHUIMAIBI U TIOJMUCH €r0 YIIOJTHOMOYEHHOTO JIMIIA, a TAK)KE YKa3bIBA€TCS
nara 3anonHeHus ceptudukata Gopmel CT-1 (mns gusmueckoro muna: ®MO 3asButens, ero
MOJMHKCH | J1aTa).

5.2.2. Jlna TOBapoB, YyKa3aHHbIX B a03alle BTOPOM NYHKTAa 5 TOCTaHOBJIEHUS
[TpaButensctBa P® ot 30 HOs0ps 2015 rona N 1289, cepruduxar popmsr CT-1 3anonnsercs B
cooTBeTcTBUM ¢ 1. 5.2.1 Hacrosmero [lonoxxeHus 3a UCKIIOUEHHEM OCOOEHHOCTEH 3amOIHEHUs
HIDKECIeAyoImX rpad ceprudukara:

rpada N 5 "Ilns ciyxeOHbIX OTMETOK" BHOCUTCS 3amuch: "[lyid 1meneit ocyliecTBICHUS
3aKyIMOK I TOCYAapCTBEHHBIX W MYHUIMNAIBHBIX HYXA. B coorBerctBHMm ¢ 1. 5
nocranoBienus [IpasutenscrBa ot 30 HOs1Opst 2015 roga N 1289.";

rpada N 8 "Onucanue ToBapa" yKka3blBalOTCS: HAUMEHOBaHHUE TOBapa - 00BEKTa 3aKyIOK C
YKa3aHWEM €ro JO3MPOBKHM U JPYrHe CBEJIEHHUS, IO3BOJIAIOIIME IPOU3BECTH OJHO3HAUYHYIO
UICHTUPHUKAIMIO TOBapa; HOMEP PErHMCTPALMOHHOTO YIOCTOBEpEHHs, BbIIaHHOTO MUH3IpaBoM
Poccun; poccuiickuil X03sMCTBYIOIIMI CyOBEKT, OCYIIECTBISIIOIIMM MEPBUUYHYIO YHAKOBKY U
BTOPUUYHYIO (NOTPEOUTENBCKYIO) YIMAKOBKY HJIM BTOPHUYHYIO (ITOTPEOUTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOTO Iperapara ¢ 00ecrneueHeM BhIITYCKAIOIIEero KOHTPOJIS UX KauecTBa;

rpada N 9 "Kpurepuii npoucxoxaeHus" - He 3aN0JTHAETCS;

rpada N 13 "Jlexknapauus 3asBuTena" B Moje Ui yKa3aHHUsS CTpaHbl MPOUCXOXKACHUS -
MPOCTABJISIETCS TPOYEPK.

(m. 5.2.2 BBenen [Ipukazom TIIIT PO ot 19.09.2016 N 110)

Paznen 6. OcobeHHOCTH M OPSAAOK BbIIAUX CEPTHPHUKATOB (GOPMBI
CT-1 cpokom nieiicTBUS 10 OAHOTO To/1a
(B pen. [Ipukaza TIIIT P® ot 19.09.2016 N 110)
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6.1. Ceprudurarer ¢opmel CT-1 cpokoM JeHCTBUS 1O OJHOTO TOJa BBIJAIOTCS
ynoaHoMoueHHbIMH  TIII1 HMCKIIOYMTENbHO MNPOU3ZBOIUTENSAM TOBApOB - JIEKAPCTBEHHBIX
[pernapaToB [P YCIOBUU HaU4us ['010BOTO aKTa SKCIEPTU3bI HA TaKUe TOBAphI <1>.

(8B pea. IIpuxaza TIIIT P® ot 19.09.2016 N 110)

<1> Ceptudukar ¢popmbl CT-1 BeIIaeTCs CPOKOM NEHCTBHUS A0 OJHOTO roja, HO JaHHBIN

CPOK HE JOJDKEH IMpeBbIIaTh Cpoka JedcTBus ['00BOro akra SKCHEpTHU3bl, HA OCHOBAHUU

KOTOPOTO OH BBIIACTCS.
(8B pea. IIpuxaza TIIIT P® ot 19.09.2016 N 110)

6.2. Jlns nonmydyenus ceptudurara dopmsl CT-1 cpoxom aeHCTBHS 1O OAHOTO roja
IPOM3BOIUTENL TOBapa IMpejacTaBiseT B ynonHomoueHHyro TIIII 3asBnenue c¢ mpocbOoil o
BbIJJaU€ CEepTH(HKATa C yKa3aHHEM CpOKa €ro JCWUCTBHUS, HE IMPEBBIIIAIONIETO OJHOTO TOa,
KOTOpPOE€  TOJMMCHIBAECTCS PYKOBOJUTEIEM  3asBUTENs  (MPOU3BOAMTENS TOBapa) MU
YIOJHOMOYEHHBIM JIMLOM, JEHCTBYIOIIMM HAa OCHOBAaHUM JIOBEPEHHOCTH WJIM IIpUKa3a
(pacriopsiKeHMs1) 3asBUTEIIA.

(8 pea. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

B 3adBieHum  yka3blBalOTCSI ~HAaMMEHOBaHME ToBapa (C  yKa3aHHMEM HoOMepa
PETUCTPALIMOHHOTO yJOCTOBEPEHMsI JIEKapCTBEHHOI'O IIpernapaTra, BbIIAHHOTO MuH3IpaBoM
Poccun, n xona knaccuduranuu mo OK 034-2014 (KIIEC 2008), cBenenus o I'omoBoM akTe
9KCHEepTU3bl (HOMEp, JlaTa, HaMMEHOBaHWe BblAaBlleil ero ynomHomoueHHoi TIIIT), a Taxoke
3alKch 3asBUTENS O TOM, YTO OH HECET OTBETCTBEHHOCTb 3a JIOCTOBEPHOCTbH MPEICTABIEHHBIX
CBeleHUIl U JOKyMEHTOB ((hopMma 3asBiieHMs NpPUBEJEHA B NPUIOKEHUH 4 K HACTOSILEMY
[Tonoxxenuto).

B 3asBneHun Taxke JenaeTcsl 3amKCh, YTO 3asBUTENb OOS3yeTCsl MO OKOHYAHUM CpOKa
nercTBus ceptudukara mpenoctaButh B ynosHoModeHHyro TIIIT cBemeHns 0 KOMMYeCTBEHHBIX
o0beMax ToBapa - 0OBEKTa 3aKyMOK, MOCTABICHHOIO Ul TOCYAAPCTBEHHBIX U MYHHMIIMIAIbHBIX
HYXXJ] M0 KOHTpPaKTaM, 3aKJIIOUYEHHBIM 3asBUTEJIEM B IEPHOJ] CpOKa ACUCTBUS IOJYyYEHHOTO
cepTUdHKaTa, a TaKXKe M0 KOHTpaKTaM (eciiu Takas HH(pOpMalMs UMEeTcsl), 3aKJIIOYEHHBIM C
JUIAMH, KOTOPBIM ObUIM MPEAOCTaBIEHbI KOMUU CepTU(UKATA, IPETYCMOTPEHHbIE ITYHKTOM 6.3
Hactosmero ITomoxenus.

(B pea. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

6.3. IIpousBoauTens ToBapa, noxyuuBinii ceprudukat popmel CT-1 cpokoM neicTBus 10
OJTHOTO TO/a, BIpaBe IMPEJOCTaBIATh 3aBEPEHHYIO UM KOIMIO TakKoro ceprudukara
3aMHTEPECOBAHHBIM JIMIIAM - YYaCTHHKAM 3aKyloOK B MLEISX €ro HCIOJIb30BaHUS TIpU
OCYILIECTBIICHUH 3aKYNOK JJs1 00ecreueHHs TOCYAapCTBEHHbIX U MYHHMUMIAIBHBIX HYXA. [lpu
TOM CpOK NpPUMEHEHUS TaKOoW KOMHHM HE MOXKET MpPEeBbIIIaTh CpPOKa ACHCTBHUS OpUTHHAla
ceptudukara.

(B pea. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

6.4. IIpon3Boautesns ToBapa, noxyuuBiuii ceprudukat popmel CT-1 cpokoM aeilcTBus 10
OJIHOTO T0Jla, HANpaBiIsIeT CBEACHUS, yKa3aHHbIE B TpeThbeM ab3ale MyHKTa 6.2 HACTOSIIETO
[Tonoxenus, B ynoaaomouernyto TIIII, B koTopoii ObUT OTy4YeH TaKOW cepTHU(HKAT.

(B pea. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

6.5. VYmnonnomouenHbie TIIII He HecyT OTBETCTBEHHOCTb 3a JOCTOBEPHOCTh
MPEAYCMOTPEHHBIX B TpeTheM ab3aie myHkTa 6.2 Hactosmero IlomoxkeHuss CcBeneHHH,
IPEOCTAaBIIAEMBIX JHIIaMH, Noiydaromumi ceptupukatsl CT-1 cpokom AeicTBUS 10 OJHOTO
roja.

(8 pen. ITpukaza TIIIT P® ot 19.09.2016 N 110)

6.6. Ilpu ocymiecTBIEHUH 3aKylOK ToBapa Uil OOECNeYeHHUsT TOCyNapCTBEHHBIX U
MYHULMNAIBHBIX HYXkA cepTuukarel popmel CT-1 cpokom neiicTBHA 4O OJHOrO roja M HMX
3aBEpEHHbIE KONMWM, yKa3zaHHble B NMyHKTe 0.3 IlonokeHus, B mpenenax Cpoka MX AEHCTBUS
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ABJISIIOTCA ~ JIOKYMEHTaMH, TOATBEPKJAIOIIMMHU  CTPAHy MPOUCXOXKIEHHUSA, Hapsay ¢
cepruuxkatamu dopmbr CT-1, BbaBaeMbIMH B COOTBETCTBUU C pa3iesioM 4 HAaCTOSILEro
[Tonoxenus.

(B pen. ITpukaza TIIIT P® ot 19.09.2016 N 110)

Y4YacTHUK 3aKynkd HMeEeT MpaBO MNONy4uTh cepTudukar ¢opmel CT-1 Ha TOBap
MPOU3BOJUTENSI - OOBEKT 3aKYNKH B MOPSAKE, MPEAYCMOTPEHHOM pa3iesiioM 4 HaCTOSIIEro
[TonoxeHnus.

6.7. Ceptuduxkar CT-1 cpokom AEHCTBUS JO OJHOTO TOJla 3arOJHSAETCS B TOPSJIKE,
NpeayCMOTPEHHOM MyHKTOM 5.2 Hacrosmero [lojoxkeHus, ¢ ydeToM CJEAYIOIIUX
0COOEHHOCTEM:

(B pen. ITpukaza TIIIT P® ot 19.09.2016 N 110)

rpadba N 1. Vka3piBaeTcss umHpopManusi O MPOU3BOIUTENIE TOBapa - OOBEKTa 3aKYIOK,
KOTOpPOMY BBIJIaH cepTu(dUKaT (HAMMEHOBAaHUE U aJIPEC).

rpada N 2. He 3amomusercs.

rpada N 5. "Jlng coyxkeOHBIX OTMETOK". JIOMONHUTENBHO JeJaeTcsl 3aluch O CPOKe
neiictBus ceprudukara: "JlelcTBUTENeH 10...", KOTOPBIA HE MOXET NPEBBIIATH OJUH TOJ C
JaThl, yKa3zaHHOH B rpade 12 ceprudukara.

(8 pea. [Ipukaza TIIIT P® ot 19.09.2016 N 110)

rpacda N 7. "KonuvectBo mecT u BuJ ynakoBku'". He 3anonusiercs.

rpada N 10. "KonuuecTtBo ToBapa". He 3anonusercs.

Jl111 TOBapoB, yKa3aHHBIX B a03alle BTOPOM IMyHKTa 5 moctaHoBieHus IIpaBurenscrea PD
ot 30 nostOpst 2015 roga N 1289, cepruduxar ¢popmsr CT-1 cpokom AeicTBUs 10 OJHOTO TO/AA
3aMOJIHSETCA C Y4eTOM IOJIOKEHHUH HACTOSIIEr0 MyHKTa W OCOOCHHOCTEW 3aloyiHeHUusi rpad
ceptudukata, yka3aHHBIX B TyHKTe 5.2.2 Hacrosmero [lonoxenus.

(a63arn BBeneH [Ipukazom TIIIT P® ot 19.09.2016 N 110)

ITpunoxxenue 1

K [TonoxxeHuto o mopsake BbIAAYA
ceprucuxaroB popmsl CT-1 nns neneit
OCYILIECTBIICHUS 3aKYIOK JJIs1 00ecreueHust
roCyJIapCTBEHHBIX U MYHHUIIMITAJIbHBIX
HYX] (JI1s1 IEKapCTBEHHBIX MperapaToB)

IIEPEYEHD
TOPT'OBO-TTPOMBIIIJIEHHBIX ITAJIAT B POCCUMCKOU ®EJEPALINN,
VIIOJJHOMOYEHHBIX BBIJJABATH CEPTU®UKATHI ®OPMBI CT-1 JJI LIEJIEN
OCVYIIECTBJIEHMA 3AKVIIOK IS OBECIIEYHEHUA 'OCY IAPCTBEHHBIX
U MYHULITAJIBHBIX HY X (AJ11 TIEKAPCTBEHHBIX [TPEITAPATOB,
BKJIFOUEHHBIX B ITIEPEYEHD )KM3HEHHO HEOBXOAMMbIX
1 BAXXHEUIINX JIEKAPCTBEHHBIX ITPEITAPATOB)

TIIIT POCCUH - 001
CAHKT-TIETEPBYPI'CKAS TIIII - 002
KAJIMHUHIPAJICKAS TIIII - 003
CEBEPHAS TIIII - 004

TIII HDKETOPOJICKOM OBJIACTH - 005
TIIIT PECITYBJIMKU BAILIKOPTOCTAH - 006
TIIIT CAMAPCKOM OBJI. - 007


consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC04560122EA0D0026E4553D1CF2382C051262E79E675E42ED4KBj1R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD7KBj1R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC04560122EA0D0026E4553D1CF2382C051262E79E675E42ED4KBj1R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC04560122EA0D0026E4553D1CF2382C051262E79E675E42ED4KBj1R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD7KBj7R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD7KBj6R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC045611926A7DD026E4553D1CF2382C051262E79E675E42AD2KBj1R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC04560122EA0D0026E4553D1CF2382C051262E79E675E42ED4KBj1R
consultantplus://offline/ref=CF9A6DF4C4D74926D4A69D9A90488BC046691629A6D9026E4553D1CF2382C051262E79E675E42AD7KBj5R

TIII CAPATOBCKOM OBJL. - 008
BOJITOT'PAJICKAS TIIII - 009

TIIIT BOPOHEXCKOM OBJI. - 010

TIIII KPACHOJAPCKOI'O KPAS - 011
TIII CTABPOITOJIBCKOI'O KPAS - 012
VPAJIbCKAS TIIIT - 013

[TIEPMCKAS TIIII - 014
LIEHTPAJIBHO-CUBUPCKASI TIIII - 015
HOBOCHBUPCKAS TIIII - 016

TIIITI BOCTOYHOU CUBUPH - 017

TIIIT PECITYBJIMKU CAXA (IKYTHS) - 018
JIAJIbHEBOCTOYHASI TIIIT - 019
[TIPUMOPCKAS TIIII - 020
MOCKOBCKAS TIIIT - 021
VIJIbSIHOBCKAS TIIII - 022

TIII PECITYBJIUKU KAJIMBIKHS - 023
TIIII KABAPJUHO-BAJIKAPCKOM PECITYBJIMKU - 024
TIII PECITYBJIMKU TATECTAH - 025
FOXKHO-YPAJIbBCKAS TIIII - 026
AJITAMCKAS TIIII - 027
KY3BACCKAS TIIII - 028

TIII PECITYBJIUKHY TYBA - 029

TIIII BJIAJUMUPCKOM OBJIACTH - 030
AMVYPCKAS TIIIT - 031

TIIII r. COYH - 032

ACTPAXAHCKAS TIIII - 033
TOMCKAS TIIII - 034

TIIIT PECITYBJIMKU XAKACHS - 035
SIPOCJTABCKASI TIIII - 036
JIMTTELIK A TIIII - 037
BOJIOI'OICKA S TIIII - 038

TIII PECITYBJIMKU KAPEJIUS - 039
OMCKAS TIIII - 041

TIOMEHCKA S TIIII - 042
KAJIY)KCKAS TIIII - 043

TIIIT KOCTPOMCKOM OBJIACTH - 044
OPJIOBCKAS TIIII - 045

TIIIT PECITYBJIMKU BYPSITUS - 046
BATCKAS TIIII - 047

TIIIT POCTOBCKOM OBJIACTH - 048
TIIIT PECITYBJIMKU TATAPCTAH - 049
TYJIbCKAS TIIII - 050

TBEPCKAS TIIII - 051

OBHUHCKA TIIIT - 052
CMOJIEHCKAS TIIII - 053
VIIMYPTCKAS TIIII - 054

TIII PECIIYBJIMKU AJIBITES - 055
TIIII PECITYBJIMKU MOPIOBHSI - 056
APXAHTEJIbCKAS TIIII - 057

TIII UBAHOBCKOM OBJIACTH - 058
[TEH3EHCKAS OBJIACTHAS TIIII - 060
TIIIT TICKOBCKOU OBJIACTH - 061



PSI3AHCKAS TIIII - 062

TIII PECITYBJIMKY CEBEPHASI OCETHS - AJIAHUS - 063
TIIIT XAHTBI-MAHCUUCKOTO
ABTOHOMHOTI'O OKPVYTA - IOT'PbI - 064
KYPCKAS TIIII - 065

HOBI'OPOJICKAS TIIII - 066
BEJITOPOJICKAS TIIII - 067

BOJDKCKAS TIIII - 068

TIIIT EBPEVMCKO A. O. - 069

TIIITI KAMYATCKOI'O KPAS - 070

TIIIT PECITYBJIMKU KOMU - 071
MATAJJAHCKAS TIIII - 072
OJIMHIIOBCKAS TIIII - 073

JKYKOBCKAS TIIII - 074

TIIII r. J3EPXKMHCKA HDKETOPOJICKOM OBJIACTH - 075
TIIIT roponos ITYILIKMHA u ITABJIOBCKA - 076
TIIII r. TOJIBSTTU - 077

TIIII r. HABEPEXXHBIE YEJIHBI u PETUOHA "3AKAMBE" - 078
TIIIT YYBAILICKOU PECITYBJIUKU - 079
PHLIBUHCKA S TIIII - 080
KPOTIOTKUHCKA ST MTIIII - 081
APMABHPCKA$I MTIIII - 082

TIIIT KAPAYAEBO-YEPKECCKOM PECITYBJIUKU - 083
CAXAJIMHCKAS TIIII - 084
TATAHPOI'CKAS TIIII - 085
CTAPOOCKOJIBCKAS TIIII - 086

TIIIT PECITYBJIMKU MAPHUM DJ1 - 087
[TOJOJIBCKASI TIIII - 088

PEYTOBCKAS TIIII - 089
CEPITYXOBCKAS TIIII - 090

BPSIHCKAS TIIII - 091

OPEHBYPI'CKASI TIIII - 092
TAMBOBCKA S OBJI. TIIII - 093
KAHEBCKAS MTIIIT - 094

CJIABSIHCKAS MTIIII - 095
BBICEJIKOBCKA S TIIII - 096
TUXOPELIKAS MTIIII - 097

EVCKA S MTIIII - 098

JIABUHCKA ST MTTIII - 099
HOBOPOCCHUIMCKAS TIIIT - 100
TYAIICUHCKA S MTIIII - 101

TIIIT r. COBETCKAS TABAHD - 102
BEPXHEKAMCKAS TIIIT - 103

TIIII r. HAXOJIKA - 104

TIIIT r. HOBOYEPKACCKA - 105

TIIII r. IIAXTHI - 106

THIT YATUHCKOUN OBJIACTH - 107
CEBEPCKAS TIIII - 109

JIMHUTPOBCKA I TIIII - 110

TIII r. JYBHBI - 111

BOCTOYHA I MEXKPAMOHHAS TIIIT - 112
TIIII r. BPATCKA - 113



TIII r. KOPOJIEBA - 114
TIIII r. KPOHILTA/ITA - 115

CYPI'YTCKAS TIIII - 116
MATHUTOTOPCKAS TIIII - 117

TIIII r. HUDKHWM TATWJT - 118

AHATICKAS TIIII - 119
CEPTUEBO-TIOCAJICKAS TIIII - 120
KYPTAHCKASI TIIII - 121

TEMPIOKCKA S TIIII - 122
KYPTAHUHCKAS TIIII - 124

TIII PECITYBJIMKU AJITAU - 125
BAJIAILIMXWHCKA S TIIII - 126
BEJIOPEUEHCKA I TIIII - 127
VCTb-IJABUHCKAS TIIIT 128
ATTIIEPOHCKA S TIIII - 129
XUMKWHCKAS TIIII - 130

HITAHCKAS TIIIT - 131

ETCOPBEBCKAS TIIII - 132

TIIII r. KAMEHCK-IITAXTUHCKNH - 133
LIIEJIKOBCKASI TIIII - 134

THII r. KOJIBYYTUHA U KOJIBYYTUHCKOI'O PAUOHA
BJIAJIMMUPCKOH OBJI. - 135

TIII PECITYBJIUKW UHT'YIIETUS - 136
FOXKHO-PETMMOHAJIBHA S TIIII KPACHOSIPCKOI'O KPAS - 137
TUMAIIEBCKAS TIIII - 138

TIIII r. DJIEKTPOCTAJIb - 139
KAMBILIUHCKAS TIIIT - 140
T'YBKMHCKAS TIIII - 141
FOr'O-BOCTOYHAS TIII PECITYBJIMKU TATAPCTAH - 143
TIIIT MOCKOBCKOU OBJIACTH - 144

TIIII IMAJIO-HEHELIKOI'O ABTOHOMHOI'O OKPYTA - 145
JIOBHUHCKA S TIIII - 146

TIIII r. )KEJIESHOJIOPOXKHBIN - 147
HOBOCUBUPCKAS TOPOICKA S TIIII - 148
TIIII r. HLWDKHEBAPTOBCKA - 149
KPACHOT'OPCKAS TIIII - 150

TIII r. ®PSI3UHO - 151

KVIIEBCKAS TIIII - 153

JIEHUHI PAJICKA S OBJIACTHAS TIIII - 154
[IATUTOPCKAS TIIII - 156
KOJIOMEHCKAS TIIII - 157

MOXKAMCKAS TIIII - 158

TIIIT r. KAMEHCK-YPAJIBCKUU - 159

TIIII r. YEPEIIOBIIA - 160

FOXXHAS TIIII MO - 161

BOCKPECEHCKAS TIIII - 162
KOPEHOBCKAS TIIII - 163

KPBIMCKAS TIIII - 164

ABUHCKAS TIIII - 165

TIII r. TOPSTYMI KJTIOY - 166
MBITULLIMHCKAS TIIII - 167
JIFOBEPELIKAS TIIII - 168



TIIIT HOBOYPAJIbCKOI'O TOPOJICKOI'O OKPYTA - 169
COJIHEYHOI'OPCKAA TIIIT - 170

TIIII JUHCKOT'O PAMUOHA KPACHOJAPCKOI'O KPAS - 171

TIII r. YEPHOI'OJIOBKA - 172

TIIIT KPACHOAPMEMCKOI'O PAUOHA KPACHOJAPCKOI'O KPAS - 173
TIII r. YXTBI - 174

TIIII YEYEHCKOU PECITYBJIMKHU - 175

TIIIT MUACCKOI'O I'OPOZICKOI'O OKPVYTA - 176

TIIITI KPBIMA - 177

CEBACTOIIOJIbCKAA TIIIT - 178



[Tpunoxenue 2

K [Tonoxxenuto o mopsiaKe BelIa4U
ceprudukaroB Gpopmbl CT-1 mys neneit
OCYIIECTBIICHHS 3aKYIOK JUIsI 00eCTieueHHs
rOCy/IapCTBEHHBIX U MYHHUIIMITATbHBIX
HYX] (U1 IEKapCTBEHHBIX MPENapaToB)

TABJIVLIA
COOTBETCTBMUS KOJI0OB KJIACCU®UKALIMU T10 OBIIEPOCCUIICKOMY
KJIACCUDUKATOPY [MPOJYKLIAU 10 BUJAM DKOHOMWYECKOM
JEESITEJIBHOCTU OK 034-2014 (KIIEC 2008) C KOJAMU
TH BDJ1 EADC JUISI TOBAPOB - IEKAPCTBEHHbBIX ITPEITAPATOB

Kon B cooTBeTCTBUM C Onucanue TH B3] TC
Ob61mepoccuiickum
KJIAaCCU(PUKATOPOM MPOAYKIUU IO
BUaM YKOHOMHYECKON
nestensHoct (OKII/]) OK 034-

2014 (KTIEC 2008)
21.20.1 [TpenapaTsl TIeKapCTBEHHBIC 3004
21.20.2 [Ipenapatsl JeKapCTBEHHBIE TPOUYNE 3002

U MaTepuaibl, IPUMEHSIEMBIC B
MEIULMHCKUAX Leaax <1>
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<1> K nexapcTBEHHBIM IperaparaM JaHHOHW MOATrPYIIBI OTHOCSTCS TOBAphI, BKIIFOUCHHBIC
B mo3unuu ¢ 21.20.21.110 mo 21.20.21.129 O6mepoccuiickoro kinaccuduraropa mpoayKIHH O
BUJIaM SKoHOMUYeckoi aestenbHocTu OK 034-2014 (KIIEC 2008).

[Ipunoxenue 3

K [losoxkeHnto o nopsiike BbIIayn
ceptudukatoB popmbl CT-1 st neneit
OCYILECTBIICHHSI 3aKYIOK JUIsl 0OecreueH s
roCy/1apCTBEHHBIX U MYHUIIMIAIbHBIX
HYXJ (U151 IEKapCTBEHHBIX IPENapaToB)

(DOpMaSaHBHeHHH

Ha OGslanke opraHM3aLMM
VI VMHIOMBMOYAJILHOTO IPEeNNPUHUMATEIS
N

(ucx. HOMep, marTa)

(MecTO BarnoJIHEeHMA)

(PYKOBOOUTEJIO YIIOJIHOMOUYeHHOM TIIII)

3AABJIEHVE
Ha I[OJIydYeHMe cepTudmuraTta O MNPOMCXOXIOeHUM Tobapa ¢opmel CT-1
OJia LeJjlell OCYWEeCTBJIEHMsS 3aKyNokK OJjis obeclIedeHus
TOCYHAapPCTBEHHEX M MYyHMUIMIAJBbHEIX HYXI

HamMeHOBaHME yudaCTHMKA 3aKyIOK

(mouTOBEM ampec, MeCToHaxoxmeume, tejebon/dbakc, mna dmsmueckmx Jmi — OYO,
MECTO XUTeJbLCTBa, Tejgepod/dpaxc)

PerMCTpPalUMOHHEM HOMep B EIMHOM I'OCYyIDapCTBEHHOM peecTpe OPUMAOMUECKUX JIML MU
VHIOVBUOYAJIbHEIX [OPEennpMrHMMaTesien
VIHH/KIIII

[IlpocuM BHIOATL CepTUOMKAT O NPOMCXOXIeHUM ToBapa Qopmul CT-1 njsa uesen
OCYIECTBJIEHMA BakKyNKM Ojsa ofecnedeHMs TOCYNAPCTBEHHBIX M MyHMUMIAJbHEIX HYXI,
NPpOBOIMMOM B QopMe

(koHkKypca/ayKuMoHa/3anpoca NPEeNJIOXEHUA U T.IO., UISHTUOMKAUMOHHEIN KO
(HoMep) BaKyIKM)

(HaMMeHOBaHME 3aKa3uMKa ¥ YIOJHOMOUYEHHOTO opraHa)

HamMeHOBaHME TOBApa, HOMEP PEeTrUCTPALMOHHOTO YIOOCTOBEPEHUsI, BEIOAHHOTO
MuH3OpaBoM Poccum, M KOJIMUECTBO TOoBapa — OOBeKTa (OB) BaKyIKKU

Kom (k) kJlaccubmkaumm ToBapa - 00OBekTa (0OB) 3akynkm o OK 034-2014 (KIIEC
2008) , [IPOM3BOOMMOIO

(HamMeHOBaHUE HpOMBBOHVITeJ’[H)
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(cBemenus o T'ODOBOM aKTe BSKCIEPTU3LE, €CJIU MMEeTCs)

HacrTosammmMm TrapaHTUpyeM JOCTOBEPHOCTD CBeI[eHI/IVI, YKAa3aHHEIX B HaCTOAllEM
3aABJIEHUNM VM IPUIIOXEHHBEIX K HEeMy IOOKYMEHTax.

HacrTosdmmmMm nmogreepxnaeM, q4TOo B cliydae, eCJin
OynmeT onperneJyIeH B KadecCTbBe IIoCTaBlMKa

(HaMMeHOBaHME 3agaBUTEJIS -
YUJaCTHMKA =BaKyIIOK)

obbekTa 3aKyIKH, obas3yeMCcsa NUMCBbMEHHO YBEIOMUTH O

(HaMMeHOBaHUE
yIoJIHOMOUeHHoM TIIII)

3aKJIUEeHUN TaxKoIo KOHTpaKTa (,JIOI‘OBOpa) B TeUeHMe INATHallaTM KaJIeHIAPHEIX
IOHEeV C MOMEHTAa eI'0 3aKJIoUeHMUd.

KonraxkTHoe nuuo: ©.M.O. , HOMEep KOHTaKTHOTO TejlepOoHa

; aIpec BJIEKTPOHHOM IIOYTH

KoppeCnoHOeHUMIO NPOCKMM HAaNpPaBJIATh IO ampecy:

PaHee npenCcTraBJIEHHEIE B JOKYMEHTEI:

(HamMeHOBAaHME YyIOJHOMOuUeHHOM TIII)

HacrosummmMm IIoOTBEpPXOaeM, 4YTO B paHee IpelCTaBJIEHHBIE IOOKYMEHTEI M3MEHEHUSA
M OOIIOJIHEHMA He BHOCUMIIMCH.

HJonosHMTesNbHasa MHOOpMaLMA

K HacTodAmeMy 3 adBJICHMIO NpujlararnTCd IOOKYMEHTEI COIVJIaCHO OIIMCUM OOKYMEHTOB
Ha CTpaHMlax.

PykoBomouTesb OPUIOMYUECKOI'O JIMlla
(MHOMBUIOYAJIbHEIM OPEenONpMHMMATENb MM QU3NUEeCKOoe JIMILO)

(momnmce) (bammnmsa, wmMs, OTUECTBO) (mara)



Onuce OOKYMEHTOB
K BagaBJIEHMIO Ha I[oJiyyeHMe cepTudmkaTra dopmer CT-1
OJ1a LeJieM OCYWEeCTBJIEHUS 3akKyIloK OJjsa obecleueHMs I'OCyIapCTBEHHBIX

Y MYHULIUIIAJIbHEIX HYXI
20 . N

N /i

HaumenoBanue nokymenra

KomanuectBo
JINCTOB

JlormonHuTenbHbIC
CBEJICHUS

PykopomuTeslb OPUIMYECKOT'O JIMLa
(MHOVBUIOYAJIbHEIM [IPEeANPUMHUMATENbE MM QU3MUYecKoe JIMLO)

(mommmce) (bammnmusg, wnuMms,

OTUEeCTBO)

(nara)




[Tpunoxenue 4
K [losoxkeHnto 0 nopsiike BbIIaYn
ceptudukaToB ¢popmbl CT-1 mms nenei
OCYIIIECTBIICHUS 3aKYIOK JJIsl 00ecredeHus
TOCY/IapCTBEHHBIX M MYHHUITUITATEHBIX
HYKJ (U151 IEKapCTBEHHBIX IIPENapaToB)
Cnucok U3MEHSIOMUX TOKYyMEHTOB
(B pen. IIpukaza TIIII P® or 19.09.2016 N 110)

(DOpMa3aHBHeHHH

Ha ©OsaHke opraHM3aLuuUmn
WM VMHIUBUAOYAJIbHOT'O [PEeNNpUHMUMATEIS

N

(ucx. HOMep, marTa)

(MecToO BaroJIHEeHMUS)

(PYKOBOOUTEJIO YIIOJIHOMOUYeHHOM TIIII)
3AABIJIEHUE
Ha I[OJIydeHMe cepTudmuKaTa O NPOMCXOXIeHUM ToBapa ¢opmel CT-1
CPOKOM IEMCTBMSA OO OIHOTO T'oIa IJis LEeJIEW OCYWEeCTRBJIEHMS BaKYIOK
ona ofeclnedeHMsa TOCYHAPCTBEHHHX UM MYyHMUMIIAJBbHEIX HYXI

HavMeHOBaHME NPOMBBOOMUTEJIS

(IOUTOBEIM ampec, MeCTO HaxoxmeHud, TejeboH/baxkc, mnsa dusmuueckux Jui - OUO,

MECTO XMTeJbCcTBa, Tejebon/daxc)
PeTrmMCTpPaUMOHHEIN HOMEp B EIOVMHOM I'OCYHAapPCTBEHHOM pPeecTpe KPUIMUYECKUX JIUL]
WY UHIOVUBUIYAJbHEX IIpenlNpUHMMaTeJel
VIHH/KIIII
[Ipocum BEIOATH Ha OCHOBaHUU T'omoBoTO axKTa DKCIIEPTU3EL
cepTudMKaAT O NPOUCXOXIeHMM ToBapa ¢opmel CT-1 cpoxoMm

(HOoMep M @maTa BBIOAYM)
OJia LeJjie¥ OCYWeCTBJIEHMS 3aKynky g obeclledeHUs

(yxaselBaeTCsa Cpok He OoJjee
OOHOTO TOma)
I‘OCy,I[apCTBeHHbIX M MYHMIMIIAQJIBHBIX HYXI.

HavMeHOBaHMe TOBapa, HOMEP PEeTUCTPALMOHHOTO YIOCTOBEPEHMS, BHIOAHHOTO
MyH3OpaBoM Poccum, M KOJIMUECTBO ToBapa - o00beKTa (OB) BaKyIlKM
Kon (el) xJjaccudmkaumm ToBapa - obOwekTa (OB) 3akynkm 1o OK 034-2014 (KIIEC
2008) , MIPOM3BOOMMOIO

(HaMMeHOBaHME MNPOU3BOIOUTEIIA)

HacTosmmuM TIapaHTUPyeM IOOCTOBEPHOCTbL CBEeIeHMM, YyKak3aHHBX B HaCTOAUlleM
3agBJIEHUM UM IIPUJIOXEHHEIX K HeMy IOOKyMeHTaxX.

HacTosmmM TapaHTUpyeM, UYTO B TEeUeHre Cpoka IeNCcTBUS cepTudbmkaTa o
npoucxoxneHunu ToBapa ¢opmel CT-1 He OyIeT M3MeHEeHa TEeXHOJIOTHMS IPOM3BONCTBA
YKas3aHHOTO B HEeM ToBapa (0OB), a TakxXe NOCTABIMKU U/UIIM CTOUMOCTHHE YCJIOBUS

IIOCTAaBKM MHOCTPAHHEIX MaTepMaJiIOB (CprbH) M KOMIIJIEKTYIOIMX, MCIIOJIE3YEMEIX B €I'0
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IpOM3BOICTBE. ECIM B TeueHMe CpOKa INEeMCTBUA CcepTudmKaTa Takue MN3MEeHEeHUS
IpoMU30UIy T, oBsa3yemcs He3aMeIJIUTEeJILHO IMCBMEHHO YyBeOooMmUTL 00 5TOM

(HaMMeHOBaHMe YyIIoJIHOMOUeHHOoM TIII)

HacrosmmuMm of0sa3yeMcsa IO OKOHYAHMM CpoKa »OelcTBusa cepTudmxara dopmel CT-1

NpenoCTaBUTE B CBeIeHMS O KOJIMYECTBEHHEX OOBeMax
(HaMMeHOBaHUE
yIoJiIHOMOUeHHoMm TIIII)

TOBapa, IIOCTaBJIEHHOTO O TOCYOAapCTBEHHBIX M MYyHMUMIOAJBHEIX HYXI IO
KOHTPAaKTaM, 3BakKJIOUeHHBIM B IIepMOJ CPpOkKa IOEeMCTBMUA IOJIydeHHOTO cepTudmrKara, a
TakXe IO KOHTpakTaM (ecyiu Takasd MHOOpMaLMsa MMeeTCs), BaKJIYeHHBM C JMLaMiu,
KOTOPEIM OBUIM HNPEeOOCTAaBJIEHHE 3aBepPeHHBEe KONUM CepTUdmkaTa.

KoHTakTHOe Jimuo: ®.M.O. , HOMep KOHTaKTHOTO TejiehpOoHa
; ampec DBJIEKTPOHHOM IIOUTH .

KoppecnoHOeHUMIO NPOCKHM HANpPaBJIATh [0 ampecy:

PaHee mnpeIncTaBJIEHHBIE B IOOKYMEHTEH:
(HaMMeHOBaHMe YyIoJiIHOMOueHHOoM TIII)

HacToammmMm nmogreepxnaeM, 4YTO B pPaHee INIpelCTaBJIEHHBIE OOKYMEHTH M3MEHCEHUA
M IOOIIOJIHEHUMA HE BHOCWMIIUCH.

JonosHuTenIbHasa MH@OpMaHMH .

K HacToAmeMy 3 adBJIEHMIO INIpyjlaralTCAa IOOKYMEHTEI COIVJIaCHO OIIMCUM OOKYMEHTOB
Ha CTpaHMlIax.

PykoBomuTesib OPUONYECKOIT'O JIMIla
(MHOMBUOYAJIbLHEM NPEeINPMHMMATENb MM (QM3MUecKoe JIMLO)

(mommmce) (bamMmunmvsa, uMsS, OTUECTRO) (mara)
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OnmMchp OOKYMEHTOB
K 3asBJIEHMIO Ha NoJiydeHue cepTtuhpmkara ¢opmer CT-1
OJia LeJjlell OCYWEeCTBJIEHMA 3aKyNoK IOJa obecHnedeHMa IOCyNapCTBEHHEIX
M MYyHULMIIAJIBHBIX HYXI
or " " 200 . N

N /i

HaumenoBanue AOKYMCHTaA Kommuecto ,)_—[OHOJ'IHI/ITGJ'II)HBIG
JIHUCTOB CBCIACHUA

PykoBomuTesib OPUONYECKOIT'O JIMIla
(MHOMBUOYAJILHEM NPEeINPMHMMATENb MM (M3MUecKoe JIMLO)

(mommmce) (bamMmunmvsa, uMs, OTUECTRO) (mara)
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