IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHHNE
oT 30 uros 2025 r. Ne 1132

MOCKBA

00 yrBep:kaeHuu GopMbl 0THYETA 0 COCTABE HEKYPHUTEJIbHBIX
TabauHbIX U3aeauii, [IpaBus npeacTaBjieHus 0TYETA 0 COCTABE
HEKypHUTeJIbHBIX Ta0auHbIX u3aeauid u IIpaBua npeacraBieHus

uHGOpPMALNHU 0 Pe3yJIbTATAX TOKCHKOJIOTHYECKHUX HCCJIeI0BAHUI
B OTHOLLIEHUYW MHIPEIUEHTOB HEKYPHUTEJIbHBIX TA0AUYHbBIX U3/1eJ NI

B cootBercTBUM co craTthell 7 dDenepanbHOro 3akoHa "TexHUUECKUi
periaMeHT Ha HEKypUTENIbHYI TabadyHyro mpoaykiuo" IlpaBuTeancTBO
Poccutickon @enepaiuin nOCTAHOBJA A ET:

1. YTBepauThr mpuaaracMmsie:

dbopMy OTUETa O COCTaBE HEKYPUTEIIHbHBIX TaA0AUHBIX U3ICITH;

[IpaBriia mpeacTaBlICHHUS OTYETa O COCTABE HEKYPHUTEIbHBIX TaOauHBIX
WU30CIUM;

IIpaBuna MPEICTaBICHUS uHpopManu 0 pe3yabTarax
TOKCUKOJIOTHUECKUX HCCIIeJOBaHUI B OTHOIIICHUU UHTPEIUCHTOB
HEKYPUTEIIbHBIX Ta0AUHBIX U3CITHI.

2. HacTosimee mnocTaHOBIEHUE BCTynaeT B cuiy c¢ | mapra 2026T.
u neictByet o 1 mapra 2032 r.

AOKYMEHT MOANWUCAH

Ipencenarens IpaBurenscTBa >NEKTFORHOT MOATHICRO
51AFAB8781ED9E42DC41EESD43E303E3

POCCHI‘/’ICKOI‘/’I CDCJ:[epaI_II/II/I JeiicTBuTeAeH ¢ 26.06 2025 no 19.09.2026 M.MI/H_HYCTI/IH

Baaaenell: MpaButensctso Poccuinckoin
Depepaumu




YTBEPXIEHA

nocra”HoBseHueM [IpaBurenbcTBa
Poccuiickon ®enepannu
oT 30 uronsa 2025 . Ne 1132

®OPMA OTYETA

0 COCTaBe HEKYPUTEJbHbIX TA0AYHBIX U3/AeTHil

1. HaumeHoBanne © MECTO HaxoxkAeHus (aapec) U3roTOBUTENS!,
uMIoprepa HEKYPUTEIBHOU TabayHOU IIPOYKIIHH, peann3yeMou
Ha Tepputopun Pocculickoit denepanuu, WK KOHTPOJIUPYIOLIEH OPraHUu3aluu

2. OTyeTHBIN NEPUOL

3. HammeHoBaHue BHUOa HCKYPHUTCIIbHOI'O Ta0avYHOTO U301

(Tabax >keBaTeNbHBIN/Ta0aK HIOXATEIBHBIN)

4. HaumeHnoBaHue HEKYPUTEIBbHOU TabayHOU IPOAYKLINHU

5. AIpec  TPOU3BOJCTBA  HEKYpUTEJIbHOW  TabauyHOW  MPOAYKIUHU

6. CBegeHMsI O KOJMYECTBE WITYK (Uil IITYYHBIX HEKYPHUTEJIbHBIX
Taba4YHbIX U3/IEINI) WM Macce HETTO B IpaMMax ([Jis1 BECOBBIX HEKYPHUTEJIbHBIX
Taba4YHbIX U3/IENHI) B €IMHULIE TOTPEOUTETBCKON YITAKOBKHU:

KOJMYECTBO WTYK (I IITYYHBIX HEKYPHUTEIbHBIX

TabaYHbIX U3JEIHI);
Macca HETTO r (C y4eTOM BIIQXKHOCTH) (/i1 BECOBBIX

HEKYPHUTEJIbHBIX TAOAYHBIX U3/IETTUN)
7. Uadopmanys 0 coCTaBe HEKYPUTEIHHOTO TA0AYHOTO W3/1CIIHS:
7.1. Macca MTYYHOTO HEKYPUTEIHLHOrO0 Ta0ayHOro u3Jeius (C ydyeToM
BJI&YKHOCTH) (MT) ;
7.2.macca Tabaka B HEKYpUTEIbHOM Ta0auyHOM W3JAEIUU  (MT)
;

7.3. coaepkaHle HUKOTMHA B HEKYPUTEIHbHOM Ta0AaYHOM HU3JENUU (MT)

.
9




7.4. BOIOPOAHBIN MOKa3aTelb rOMOT€HU3UPOBAHHOM cMecH
HEKYpUTEIbHOro Tabaunoro wmsgenus (pH) um umcmomb3yemas METOAMKA €ro
oIpeIeIeH s :

7.5. HHI'PCAUCHTBI, HCIIOJBb3YCMBIC IIPHU IMPOU3BOACTBC HCKYPHUTCIBHOI'O
TabayHOIro U3 0CIINA:

HaumenoBanue HaumenoBanue
B COOTBETCTBUH U PETUCTPAIIOHHBII
Haznauenue .
MaxkcumanbHas ¢ HOMEHKJIaTypOit HOMED
Macca HWHTpeUeHTA
JIOJIsI UHTpEeINeHTa MexyHapoaHOTO B COOTBETCTBHUHU
HaumenoBanue (mr) (ocHOBHas N
3 (mporieHTOB cor03a ¢ KIlaccupukanuen
HUHTpEeIUeHTa UHTpe- U JIOTIOJIHU- . .
Macchl TabavyHoTOo TeopeTHYEeCKOi Xumuueckon
JMeHTa 4 TeJbHBIE . N
U3IETIH) FAN— U TIPUKIIaTHON pedeparuBHOii
M xumun (IUPAC) ciry k061 (CAS)
(TIpu HaTUYMH) (TIpy HaTMYUH)
1 2 3 4 5 6

7.6. MHTpEIMEHTHI,  COJEp)Kaluecs B  HeTabayHbIX  MaTepualax
(o kareropusiM HeTabaYHBIX MaTEPUAJIOB, B KOTOPBIX OHH COJEPKATCSA):

HaumenoBanue | HaumeHnoBanue
B COOTBETCTBUM | M pETHUCTpa-
MakcumainbHas N
ot Hasnauenue C HOMEHKJIa- | [IMOHHBIM HOMeEp
Haumeno- UHIpeJUeHTa | Typoil Mexay- | B COOTBETCTBUM
Kareropuss | Macca (Mr) | HHTpenueHTa
BaHUE (ocHOBHas HapOJHOI0 ¢ Kiaccuguka-
HeTabaYHbIX UHTpe- (mporieHTOB "
HHTpe- U JIOIIOJIHU- cOr03a nuen
5 | Marepuanos JIUeHTa Macchl . .
JTUCHTA TENbHBIC TeopeTHdyeckol | Xumuueckon
TabavyHOTO . N
— $yHKIMN) W MIPUKJIaJHON | pedepaTnBHOM
xumud (IUPAC) | cnyx6s1 (CAS)
(npu Hanuuuu) | (IpU HATUYUH)
1 2 3 4 5 6 7

8. ndopmarnuss o NpoOBENEHWH B OTUETHBIM NEPUOA HU3TOTOBUTEIIEM
U (WIA) UMIIOPTEPOM HEKYPUTEIbHOW Ta0a4HOW TMPOMYKIIMH, peaTru3yeMoit
Ha Teppuropun  Poccuiickonn ~ ®enmepaumu, WIM IO UX  3aKasy
TOKCUKOJIOTHYECKUX  MCCIEIOBAaHWA B  OTHOIIEHHMH  HWHIPEIUEHTOB,
COJIEpKAIINXCS B HEKYPHUTEIbHBIX TA0AUYHBIX U3AEHUAX (OTAEIBHO HHIPEAUEHTA
100 B COCTaBE CMECH).

[IpoBOIMANCE 1M TOKCUKOJOTMYECKHE HcchaenoBaHusa? (3amonHseTcs
U3TOTOBUTENEM U (W) UMIIOPTEPOM HEKYPUTETHHOU TaOauHOM MPOTYKIIUH):

o Jla

O Her

9. Undopmariuss 00 HMEIOMIMUXCS B PACHOPSIKEHUH HU3TOTOBUTEINS,
UMIIOpTEpa HEKYPHUTEJIbHOU TabauHOU IPONYKIIUH, peanuzyemMou



Ha Tepputopun Poccuiickoit denepanuu, MCCIEIOBAHUAX, OMYOJIMKOBAHHBIX
B OTKPBITBIX UCTOYHUKAX, TOMUMO MPETYCMOTPEHHBIX MYHKTOM 8 HACTOSIIETO
OTYeTa,  CBS3aHHBIX C  BBISIBJICHHMEM  TOKCHYECKOIO  BO3JIEHCTBHS,
KaHIIEPOT€HHbIX, MYTAareHHbIX, PENPOTOKCUYECKUX CBONCTB HMHIPEAUEHTOB
HEKYPHUTEJIbHBIX Ta0AYHBIX U3/I€TTUH, YKa3aHHBIX B HACTOAIIEM OTYETE:

(HauMeHOBaHME MHTPENEHTa, YKa3aHHOTO B MOJIMYHKTaX 7.5 U 7.6 IMyHKTa 7 HACTOSIIEr0 OTYETa,
a TaK)ke HAaMMEHOBaHKE MCCIIEA0BaHUS U CChIJIKA Ha HCTOYHHK ITyOJIMKaIINY;
IIPY OTCYTCTBUY MH(OPMAIMH TIPOCTABISETCS IPOYEPK)

10. CBeaeHusi, COCTaBJISIONIME KOMMEPUECKYIO TalHy (SBJISIOLIMECS
uHpopMaiment KOHPUACHIIMATEHOTO XapaKTepa)

(HauMeHOBaHNUe UHTPEIUEHTA, YKa3aHHOTO B MOANYHKTaxX 7.5 U 7.6 mMyHKTa 7 HaCTOAIIETO OTYETa;
IIPY OTCYTCTBHHM CBEJECHUH, COCTABIIAIONINX KOMMEPUYECKYIO TalHY
(sBnstronuxcst MHGopManue KOHQUIESHINAIBHOTO XapaKkTepa), IPOCTABISETCS IPOYEPK)

(HaMMEeHOBaHHUE U3TOTOBUTEIIS, KOHTPOJIUPYIOIICH OpraHU3aIiu
WM UMIIOPTEPa HEKYPUTEIBHOM TaOaYyHOM! MPOIYKIUH - YKa3aTh HYKHOE)

(TOIDKHOCTD) (Toamuch) (bamunmst, ©UMs1, OTYECTBO
(TIpu HATMYIUH)

" " 20 1. MII (pu HaTITYMH)

! Tnss  ¢usuueckoro Jmia, 3aperiCTPUPOBAHHOTO B KAYECTBE WHIUBHIYaIbHOrO IPEANPUHUMATEIS,
YKa3pIBarOTca (paMmims, UM M OT4eCTBO (IIPM HAIMYHMH), MECTO JKUTEIBCTBA W aipec (agpeca) MecTa
OCYIIECTBIICHUS NEATEIBHOCTH (B CIIydae eClIH apeca pa3iInyaroTcs).

2 Nndopmanust peACTaBIseTCs HAYMHAsL C TOJ0BOM oT4eTHOCTH 3a 2026 TOI.

3 Eclii MHTPEIUEHT SIBJISETCS MMIIEBON 100aBKoi, B rpade "HauMeHOBaHHME HUHIPEAUEHTA" IOMOIHUTEIBHO
yKa3bIBaeTcs ee HoMep ¢ uHjaexkcoM "E".

4 Maccoil HEKYPUTENbHOr0 TAabayHOro HM3IENUs CYMTAETCS Macca (C y4eTOM BJIKHOCTH) OJIHOM eIUHHUIIbI
IITYYHOTO HEKYPUTEIHHOTO Ta0avyHOT0 U3AENHNs, | rpaMMa BECOBBIX HEKYPHUTEIIFHBIX TAOAYHBIX M3EIIHH.

5 [lo Ha3HAYEHHIO HHIPEAHCHTHI, HCIOJIb3YEMbIC MPU IMPOU3BOJACTBE HEKYPHTEIBHOTO TAaGadvHOTO H3IEIHS,

NOAPA3ACITAOTCA Ha KpacUTCIM, BOJIOKHA, KJICH, CBA3YIOIIHMC BCEHICCTBA, MNOACIACTUTCIN, PETYIATOPLL
KHCJIOTHOCTH, BJIAroyJICp>KUBarONINC BCUICCTBA, KOHCCPBAHTLI, PACTBOPUTCIIN U APYTOro Ha3HAYCHUA.




YTBEPX/IEHDbI

nocra”HoBseHueM [IpaBurenbcTBa
Poccuiickon ®enepannu
oT 30 uronsa 2025 . Ne 1132

ITPABHUJA

NpEeaACTABJCHHUS OTUYETA 0 COCTABE HEKYPUTEC/IbHBIX Ta0aYHbIX U3AeJnii

1. Hacrosimue [lpaBuiia ycTaHaB/IMBAIOT MOPSJOK MPECTABICHUS OTYETA
O COCTaB€ HEKYPUTEJbHBIX TAa0AuHbIX W3/ENIUNA W3rOTOBHUTENIEM, MMIOPTEPOM
HEKYpPUTEJIIbHOW Ta0ayHOW MPOJYKIMH, pEaIn3yeMoil Ha TEepPPUTOPHUH

Poccuiickon denepannu, 158105 KOHTPOJIUPYIOLIEH OopraHu3anuen
B MuHuctepctBo 3apaBooxpaHeHusi Poccuiickoit ®Denepanuu 1o Qopme
oT4era 0 COCTaBe HEKYPHUTEIbHBIX TabaYHbIX 17631 (115178

YTBEPKICHHOW TMocTaHoBJIeHUEM IIpaBurenscrBa Poccuiickon ®enepanuu
ot 30 wmrons 2025 r. Ne 1132 "O6 yrtBepxaeHuu ¢GOpMbI OTYETA O COCTaBE
HEKYpPUTENbHBIX Ta0AUHBIX U3enui, [IpaBui npeacTaBieHus OTYETa O COCTABE
HEKYpHUTENIbHbIX TaOauHbIX u3nenuit u IlpaBun npeacrtaBieHuss UHGOPMALUH
0 pe3yJbTaTax TOKCHUKOJIOTMYECKUX HCCIIEIOBAHUN B OTHOIIIEHUH UHTPEAUECHTOB
HEKYpUTENIbHbIX Ta0auHbIX u3Aenui" (Jansee COOTBETCTBEHHO - OTYET,
OpraHu3aIusl).

2.0tuer nmpencrtaBisieTcs B MHMHHUCTEPCTBO  3/IpaBOOXPaHEHUS
Poccuiickoii denepanun Ha OyMa)kKHOM HOCUTENIE TUOO0 B opMe DIIEKTPOHHOTO
JOKyMEHTa 1o aapecy AIEKTPOHHOMU MOYTHI MunucrepcTBa
info@minzdrav.gov.ru He no3aHee 31 mMapTa roja, CJIEIYIOIIET0 3a OTYETHBIM
KaJIEHJapHbBIM TOJIOM.

3. Otuer MOJIMHUCHIBAETCS PYKOBOJIUTEIEM OpraHu3aluu
WIK YIOJHOMOYEHHBIM MM B YCTAHOBJICHHOM TMOPSIIKE JOKHOCTHBIM JIUIIOM
U 3aBepseTcs Ievarblo OpraHu3auuud (Npu HaJIUYMM) TPU TPEACTABICHUU
Ha OyMa>KHOM HOCHTEJIe 60 MOJIMHUCHIBAETCS YCUJICHHOU
KBUTU(DUIIMPOBAHHON 3JIEKTPOHHON MOAMHUCHIO NPHU MPEACTaBICHUH B (opme
ANIEKTPOHHOTO JOKYMEHTA.



4. 1lpy HaJIMYUM B OTYETE CBEICHUM, COCTABJISAIOIIMX KOMMEPYECKYIO
TallHy  (sBIsOmUXCA  HUHPoOpManuend  KOHPUIACHIMAIBHOTO  XapakTepa),
OpU TPEACTABICHUU OTYETA NPUMEHSIOTCA IOJOKEHUS 3aKOHOAATEIbCTBA
Poccuiickon denepanum 0 KOMMEPUYECKOW TalHE.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 30 urosra 2025 r. Ne 1132

IHPABHUJ A

npeacraBjJcHUsA I/IH(l)OpMalll/Il/l 0 pe3yJsbTaTax
TOKCHKOJIOI'HI€CKHUX I/ICCJIe)]OBaHI/Iﬁ B OTHOIICHUH
HHI'PEAUECHTOB HEKYPUTEJIbHBIX Ta0aYHBIX mz[e.]mﬁ

1. Hactossmue IlpaBuna yCTaHaBIMBAKOT MOPSAAOK MPEACTABICHUS
uH(popManuu 0 pe3yiabTaTaX TOKCUKOJOTMYECKUX MCCIEAOBAHUI B OTHOLIEHUH
MHIPEJIMEHTOB HEKYPUTENIbHBIX Ta0AYHBIX U3ENUi (anee - tHPOpMaLIHs).

2. Undopmanuga  mpeacrtaBiseTcs  mo  3amnpocy  MuUHHCTEpCTBa
3apaBooxpaHeHust Poccuiickoit denepanmu M3rOTOBUTENIEM WM UMIIOPTEPOM
HEKYpUTEJNbHOW TabayHOM MOPOAYKUMH, peaTu3yeMoll Ha TEeppPUTOPUHU
Poccuiickoii  ®@enepauuu, KOTOPHIMM  JMOO MO  3aKa3y  KOTOPBIX
B OTYETHBIA TMEpUOJ MNPOBOAWINCH TOKCHUKOJIOTMYECKHE HUCCIEAOBaHUS
B OTHOUIEHUMM  HWHIPEJUEHTOB  HEKYpPHUTENbHbIX  TaOAuHbIX  M3JETUHN
(mamee COOTBETCTBEHHO - 3alpoC, OpraHu3ainus). 3amnpoc HampaBIseTCs
Ha OyMaXHOM HoOcHUTeJe (3aKa3HOE€ MUCHMO C YBeJOMJIeHHEeM) b0 B dopme
AJIEKTPOHHOTO JIOKYMEHTa Ha OQUIMAIBHBIN aJpec JJIECKTPOHHOM MOYTHI
OpraHu3alMH.

3. Uudopmanuss npencraBisiercs B MUHUCTEPCTBO 3ApaBOOXpaHEHUS
Poccuiickoii denepanun Ha OyMa)KHOM HOcUTENE TUO0 B PopMe 3IEKTPOHHOTO
JOKyMEHTa 1o aapecy ANEKTPOHHOMN HOYTHI MuHucrepcTBa
info@minzdrav.gov.ru B 30-1HEBHBIN CPOK CO JIHS MOJYUESHUS 3aIpoca.

4. UnpopManius  TOJIMUCHIBAETCS  PYKOBOAMTENIEM  OpraHU3aluu
WIM YTIOJHOMOYEHHBIM MM B YCTaHOBJICHHOM MOPSAKE JOJKHOCTHBIM JIULIOM
W 3aBepseTcd IeyaThlo opraHu3aluu (IpU HaJU4MHM) OpU [PEeACTaBICHUU
Ha OyMa>KHOM HOCHTEJIE 160 HO/IMHUCHIBAETCS YCUJIEHHOU
KBAIM(PUIUMPOBAHHONW 3JIEKTPOHHON MOJNUCHI0O NPHU MPEACTaBICHUH B (popme
ANIEKTPOHHOT'O JOKYMEHTA.




