MHHHMCTEPCTBO NPOMBILIEHHOCTH K TOPTOBJIX
: ) Poccnﬁcxoﬂ GEIEPALIUMH

GOENEPAJIBHOE ATEHTCTBO
HO TEXHHYECKOMY PET'YJIAPOBAHHWIO H METPOJIOTHH
(PoccTannapr) :

IIPUKAS3
21 aBrycra 2017 1. N 1768

Mocksa

OO0 opraHH3aLHH AEATCJIBHOCTH
TEXHHYCCKOro KOMHTETA 10 CTAHAAPTH3ANHH
«Pa3pab6oTKa, IPOH3BOACTBO H KOHNTPOJIL KadecTBa
JIecKapecTBEeNHLIX CPEACTB»

B uensx peanusamuu QPenepaysHOro 3akoHa oT 29 uroHs 2015 r. Ne 162-03
«O cranpaptusanmu B Poccuiickoit ®enepanun», MTOBBIICHHSA 3¢bPEeKTHBHOCTH
pabor o craHgapTH3ALHUHA Ha HallHOHAJILHOM, MEXIrocyagapcTBCHHOM
H MEXIYHapoOAHOM YPOBHAX M IIO. COIJIACOBAHHIO C 3aMHTEPECOBaHHBIMH
OpPraHHu3anUusAMHU II p M K a4 3 BI B & I0:

1. Opragn3oBaTh OEATEIBHOCTE TEXHHYECKOTO KOMHUTETa II0 CTaHIapTH3allHH
«PazpaBGoTka, NOPOM3BOACTBO H KOHTPOJE KadyecTBa JICKApPCTBEHHBIX CPEUCTB»
(nautee — TEXHUYECKHH KOMHTET) B COOTBETCTBHH C HACTOSIIHM IIPHKa30M.

2. 3aKpenHuTh 3a TEXHHYECKHM KOMHTETOM OOBEKThl CTaHAAapTH3alUH
B coorsBeTcTBHH ¢ KomamMu OKITJ2: 01.28 - IIpaHOCTH U pacTEeHHs!, UCIIONb3IYeMEbIe
B nappiomepuu u dapmauuu, 02.30.40.140 - Pacrenus nexapcTBeHHble, 21.1 —
Cy6cTannuu ¢apmanesrudeckue, 21.20.1 — IlpenapaThsl JIEKapCTBEHHBIE (Kpome
BeTepHHAapHBIX), 21.20.21 — CBIBOPOTKH M BaKUHUHEI (IIpHMEHsEeMEbIe B MEIUIIHHE),
21.20.22 - CpencrBa XHUMHYECKHE KOHTPAIENTHBHBIE Ha OCHOBE TOPMOHOB HJIH
CriepMaTOL OB, 21.20.23 - PeareHTBl IOHarHOCTHYECKHEe H  IIpo4YHe
dbapmanesTUueckye npemnapatsl, 21.20.9 - Yceiryru 1o npousBOACTBY JIEKapCTBEHHEIX
CpencTB H MaTepHalIOB, IPHUMEHAEMBIX B MEAHLHUHCKHX LelsaX, OTAENbHEIE,
BBIIIOJNHsSIEMBIE cyOrnonpsauyukoMm, 22.19.71.190 - Msxenusti B3 pe3WHbl, KpoMe
TBEpAOH pe3uHbl (200HHTA), THTHEHHYECKHE HIM (QapMaleBTHYSCKHE IIPO4He,
22.29.29 - H3genus IUIaCTMAacCOBbIE Npodde (MIPUMEHseMBIE B KadecTBE Tapbl H
VKYIIOPOYHEIX CPEACTB Ui JIeKapCTBEHHBIX CpPEeAcTB), 22.22.14.000 - ByTeury,
OyTBIJIKH, (DIIAKOHBL K aHaJIOTHIHbIE U3/SNIHs M3 miacTtMace, 23.13.11.114 - ByTeIIKH
CTEKITHHBIE Ui KPOBH, = TpaHC(hY3HOHHBIX H HHQY3SHOHHEBIX IIpENaparos,
23.13.11.132 - drakoHEl CTEKJISIHHBIE IUISL JIEKAapCTBEHHBIX cpeacTs, 23.13.11.150 -
[Mpo6xH, KPBILIKK H IpOYHe YKYIIOPOUHEBIE CPEICTBA M3 CTEKIa, 23.19.23 - Ilocyna
CTEXJITHHAsA I 1abopaTOPHBIX, IMTMEHHYECKHX HIH (apMaleBTHYCCKHX NCJICH;
aMITynsl M3 cTekia, 25.92.13 - TIpoOxu M 3ariaylIKH, KOJNNAYKH H KpPBIIUKH
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KOPOHYAThIe U3 HeIparoleHHBIX MeTalIOB, 46.46.11 - YciIyru 1o ontoBoi TOprosie
OCHOBHOH (hapMalLleRTHYECKOH TMIpOaYKIIMeHd M JeKapCTBEHHBIMH IpenapaTrami,
71.20.11 - Yeiryru B o65acTH MCIIBITAHMI K aHaauM3a cocTaBa M YUCTOTEI BElecTB (B
4acTH JIEKApCTBEHHBIX CpPEIACTB H JAPYIrHX BEIUECTB, HCIIOJIB3yeMBIX JUISA
hapmanesTrueckux neneit), 72.19.30 - VYcnyru, cBs3aHHBIE C HAYYHBIMH
HCCIENOBAaHUIMM ¥ OKCIIEPHMEHTANBHEIMHU pa3paboTkaMid B O0J1aCTH MEIUIIMHCKHX
'HaykK (B 9YacTH JIeKapCTBEHHBIX cpeAcTB) , 72.11.11 - VYcenyru, CBsA3aHHBIE C
HaydHBIMH MCCIIEJOBAHHAMH M 3KCIEPUMEHTaIBHBIMH paspaboTkamu B oO0JacTH
OHOTEXHOJNIOrHH B 0BnacTy 340pOBbs (B 4acCTH JIEKAPCTBEHHBIX cpeicTB), 82.92.10 -
Venyry no ynakoBBIBAHHIO (B YacTH JIEKApCTBEHHEIX cpedcTs), 86.10.19 - YVcenyru
GonpHUIl NpouHe (B YAaCTH HCILITAHHH JIeKapCTBEHHEBIX cpelcTB), 84.12 — Vcenyru
rocyIapCTBEHHOIO yIIpaBlIeHHs] OpraHu3alnnii, obecriedHBarolINX yYCJIyru B o6JacTu
34paBOOXpaHeHus1 (B OTHOILUEHHH pa3paboTkH, MPOH3BOIACTBA U KOHTPOJIS KadecTBa
JIEKAPCTBEHHBIX CpencTB), 62 - [IpoAyKTHI NMPOrpaMMHBIE H YCIYTrH Nno pa3paboTke
IPOrpaMMHOro ofecrnedyeHus; KOHCYJIBTallHOHHbIE H aHAJIOTHIHBIE YCJIYyTH B 06nacTi
UHGPOPMAIIHOHHBIX TEXHOJIOrHH (B YacTH CTaHOapTH3alM¥ TEePMHHOJIOIHH,
Kacaolleics  JIEKapCTBEHHBIX  CpEICTB, IIPHMEHJIEMOM B  IIpOorpaMMHOM
obecrne4YcHUH ).

. 3. Bo3110XUTh BBINIONHEHHE GQYHKIHHE II0 BeAEeHHIO [HOel CeKpeTapHara
TEXHHYECKOro komuTera Ha  (DeaepairbHOe rocynapCTBEHHOE . YHHTapHOE
I[IpEenIIpHsaATHE «Bcepoccuiickuit Hay9YHO-HCCJIEeO0BaTEIBCKHH HHCTHTYT
CTaHIapTHU3alHH MaTepHaJIOB U TexHouoruii» (nanee — O YIT «BHMI CMT»).

4. HazHa4uTh:

npeaceareyieM TEXHHYEeCKOro KOMHTeTa — JoleHTa I ocynapCTBEeHHOe
aBTOHOMHOIO 0OOpa3oBaTelIbHOE Y4YpeKIeHHe Belicmiero obpasosaHus Ilepseiid
MOCKOBCKHH rocylapCcTBEHHBIH MeaAWIMHCKHHE yHHBepcuTeT mMmeHU KHl.M.CeueHnosa
MuHHCTepcTBa 34paBooxpaHeHus Poccuiickoit Penepanmu AnapnsiiueBy JKaHHY
HropesHy; '

OTBETCTBEHHBIM CeKpeTapeM TECXHH4YCCKOI'O KOMHTETA e TJ1aBHOI'O
CrelManKcTa OTAella IPHPOAONOIB30BaHMS M yCTOMYmBOro passutua OPIVYII
<<BHI/ﬂ/1 CMT» KoHcTaHTHHOBY CBeTiaHy AJICEKCESEBHY.

5. YTBepIUTE NpHiiaraeMaple:

COCTaB TEXHHUYECKOTO KOMHTETA;

CTPYKTYPY TE€XHHYECKOI'O KOMHTETA;

II0JIOKEHHE O TeXHHYECKOM KOMHUTETE.

6. Ilpencenareno Texuudeckoro xomurera (OK.HM.Ananennesa) eXeroJHo
B CpOK J0 1 ampens roja, CJIeAyIOIIEro 3a OTYEeTHBIM, NPEeJOCTaBIsATE HHGOPMAIIHAIO
O HOesSTENHbHOCTH TEeXHHYEeCKOI'o KOMHTeTa 3a npoumenmui rox B <PenepanbHOE
areHTCTBO IIO0 TEXHUYECKOMY PEeryJIMpOBaHHIO H METPOJIOIHH.

7. YipaBleHHIO TEXHHYECKOro peryJHupoBaHHs H craHapTH3aluHd
denepajbHOro AareHTCTBa [0 TEXHHYECKOMY peryJHpPOBaHHIO H METPOJIOTHH
(A.A.CMBIKOB) O6EeClI€YHTh:

KOHTpPOJIb 3a paboTol TEexXHHYEecKOro KOMHTETa, a TaKXe KOOpAHHAIIHIO,
MOHHMTOPHHT U OLEeHKY 3¢ PEeKTUBHOCTH ero IesiTeJIbHOCTH;
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 KOHTpPOJIb M KOOpJHHauuio paboT - 1o HAllHOHAJILHON, perHoHaJbHON
1 MEXYHAapOIHOM CTaHIapTH3allHH, NPOBOMUMBIX TEXHHYICCKHM KOMHTETOM;
pasMeIleHHe HacTOsIUero INpHKasa Ha odHuualbHOM calite Poccranzapra
B Hchopma_.unon'ao-'renexcommyunKalmom{oii cetn «HMHTepHET» C YHYETOM
ZIeCTBYIONIEro 3aKOHOAATEIbCTBA O CTAHIAPTH3AIHH. : '
8. [IpegocTaBHTE NpaBO TEXHUYECKOMY KOMHTETY Y4HacTBOBaTh B pabote
MEXIYHapONHBIX TEXHHYECKHX K KOMHUTETOB (C IpaBoM ronoca) HCO/TK 76
«AnmapaTsl UIA TEpelHBaHHs - KPOBH, BIIMBaHMS W HWHBEKIHUH MEAMIHHCKOIO
HazHaueHUs», Mo cornacoBaHuio ¢ DepepalibHLIM areHTCTBOM II0 TEXHHYCCKOMY
PEeryJHpOBaHHIO U METPOJIOTHH.
© 9.IlpusHaThs YTpaTHBIIMMM cHIy Tnpukas @exnepansHOro arceHTCTBa
10 TEXHUYECKOMY pPeryJIMpOBAHHMIO M MeTpoyioruu ot 23 asrycra 2013 r. Ne 954

«O TeXHUYECKOM KOMHTeTe Mo craagapTusanui TK 458 «PaspaboTka, IPOH3BOACTBO
H KOHTPOJIb Ka4yeCcTBa JIEKAPCTBEHHBIX CPEICTB».

10. KOHTpPOJIb UCIIOIHEHHS HaCTOSIIEro NIPUKa3a OCTaBIIO 38 COGOMH.

3amMecTHTENL PYKOBOIHTENE A.Illllanaes

7~ ,
NOAAMHHMAK 3NEKTPOHHOIO ACKYMEHTa, NoARUcaHHOroe 3, w
XPAHWTCR B CMCTEME ANEKTPOHHOMD A0KYMEHTO0BOPOTa
®enepansHoe areHTCTBO N0 TEXHUYECKOMY PErynvpoBanmio u
MEeTpanoruu.

CBEAEHUA O CEPTUOUKATE 211

Cepruduxar: 00E1036E5FD611E780D5SE0071BBBA26129
KoMy Bbigan: LUanaes AHTOH MaBnosky .
Lueﬁcrsmenen: € 04.07.2017 ao 04.07.2018




VTBEPXIEH
npukazoMm DenepanbHOro areHTCTBa 10
TEeXHHUYECKOMY PEeryJIHpPOBaHHIO
H MEeTPOJIOTHH

oT «21» aBrycra 2017 r. Ne 1768

_ Cocras
TEXHUYECKOTrOo KOMHTETA 110 CTaHAapTH3ALIHH
«PazpaboTKa, IPOU3BOACTBO U KOHTPOJIb KAYeCTBa JICKAPCTBEHHEIX CPEACTB

Jj‘;’_l HaureHoBaHHE OPraHU3al MK KoHTaKTHBbIE IaHHBIE OPTaHU3ALAH
1T
1. Coro3 Acconmanuii ¥ npeanpusTui 111033, Mocksa, yin. CamoxaTHas, 1. 4A
MeaUIMHCKOH 1 dapManeBTHYECKOH +7 (964) 644 17 77
NPOMBMIUIERHOCTH (Accouarus +7 (499) 940 10 93
«PocMenmpoM») an.moura: koa@pharmreg.ru
2. Acconuauus poccuiickux ¢papmanesrudeckux | 117105, Mocksa, yi. HaraTusckas, . 3a
npoussoauteneit (APDIT) + 7 (495) 231 42 53
: sn.moura: arfp@arfp.ru
3. Acconyanus OpraHu3aui Mo KJIMHHYECKHM 127006, r. Mocksa, yn. Manas JIMHTpOBKa, 4,
- uccnenoBaruaM (AOKH) ’ cTp- 5
' +7 (495) 956 13 87
+ 7 (495) 699 41 98
an.no4ra: info@acto-russia.org
4. Coro3 IIpodeccHOHaIBHEIX 127473, r. Mockga, yn. Cenesnésckas, 1. 11a,
: dapmanepTryeckux Opradusamnmit (CIIOO) ctp. 2, od. 218
: + 7 (495) 741-65-19
aj.movra: office@spfo.ru
5 AcconManys Npon3BonnTENeH 125212, Mocksa, [ oJloBHHCKOE 1I1., A. 8, KOpIIL.
(apManeBTHYECKOR MPOAYKIINM 1 U3NIEITHH Za
MEIUIMHECKOrO HazHayeHHs (Accormanus +7 (495) 956-26-10
ATID) ) sn.nouyra: pharmapf@mail.ru
6. AcconHanus MeXXJIyHapoIHbIX (1:3; 03 1(’) (I;I%?;Ba’ Tpéxnpyaunei nep., . 9,
dapmMalleBTHYECKHX IIpOHSBOEHTeJ‘.Ieﬁ (AIPM) S I q);m: +7 (495) 933-70-40/41
: : ) sj.mouTa: secretariat@aipm.org
T denepansHas ciry»<da 1o Hanzopy B chepe 109074, Mockea, CinaBsHcKast L., 1. 4, c1p. 1
3npasooxpaHeHus (Poc3npasHan3op) +7 (495) 698-45-38; +7 (499) 578-02-30
sn.noura: info@roszdravnadzor.ru
8. DOI'BY «Bcepoccnﬁcmf{ rocynapc‘rBeHHBIﬁ 123022, Mockea, 3BCHHI‘OPOJICKOC mocce 1.5
HEHTpP Ka4ecTBa ¥ CTAHAAaPTH3AIIHH +7 (495) 982-50-84, (499) 253-14-68, (499)
JIEKAPCTBEHHBIX CPEACTB JUIs JKMBOTHEIX M 253-14-91
xopmoB (PIBY «BIHKM») an.noyTa: info.vgnki@yandex.ru
9. O6HHMHCKHH HHCTHTYT aTOMHEOH 3HEPreTHKH 249040, Kany:kckas 06I., r. OOHHHCK,

HUAY « MU DK »

CTyaropojox, a. 1
+7 (48439) 3-69-31; 3-89-64; chakc: (484309) 7-08-22




HauMeHOBAHHE OPraHU3AIMH

Koxrakrunic JAHHBbIC OPrauu3aHH

sJ.n1o4ra: info@iate.obninsk.ru

CAQY BO Ilepssrit MI'MY umMm.
N.M.Ceuenopa Munszapasa Poccuu

117418, MockBa, HaX¥WMOBCKH# IIPOCIIEKT, .
45
+ 7 (499) 128 57 77

+7 (499) 124 45 66

3JI.TIoYTA; 051p0va-mmag@list.ru

Il.

HIT «llentp pa3BuTHst 6ModapMalieBTHYESCKOTO
xractepa CeBepHBIH»

141700 Mockosckas obi1., r.JJonronpynaHeli,
HHCTHUTYTCKUH NepeylokK, 0.9
(495) 408 42 00

3JI.J10YTAa: kavm@gharmclustcr.ru

12.

OAO «PapmcTanapT»

141700, MockoBckas 061., I. JoIronpyaHbIi,
JIuxaugrcxui np-a, 1. 5 "B"

+ 7 (495) 970 00 30

+ 7 (495) 970 00 32

3J1.1109Ta:

pvnosyrev@pharmstd.ru

13.

Bceepoccuiickast 001IecTBEHHAs OpraHu3alus
TOKCHKOQJIOI'OB

117105, Mocksa, Bapmagckoe 1mocce, O. 19A
+7 (499) 940 97 87

+7 (499) 940 97 75

sn.nouta khalidiya@yandex.ru

14.

000 «I'MIIpoexT» (npé,ucranﬁremcho BT.
Mockse)

r. Mockea, 3-1 Teepckas-SImckas, a. 31/35;
od. 92

(499) 973 17 16

3J.moyTa igor@gmproject.ru

15,

000 «MBEL] «I'enepuym»

2

601125, Bnanumupcekas o6i., [leTyInuHCKHi
p-oH, 1. BonsruHckHii

+7 (49243) 7-31-04

sn.moura info@ibegenerium.ru

16.

TexHonoruyeckas rrargopma «MeauuuHa
Oynyero»

634021, r. Tomck, ip. AKaneMUJecKHid, 2/4
(3467) 32 45 88
sn.noura fedor petrovsky(@mail.ru

17.

@O VII "HITO "Mukpores" MuH31pasa

Poccun

127473, r. Mockea, 2-ii BonKOHCKHH Nepeyiox,
nl10°
+7 (495) 790-77-73

3J1.moyTa: info@microgen.ru

18.

denepansHas aHTHMOHOIIONBHAS ciTyx6a

123995, r. Mockea, yiI. Ca.uoBo KynpuHckas,
11, O-242, I'CII-5
Ten. +7 (499) 254-98-33

an.noyra: ermakova@fas.gov.ru

19.

AO Hmxdapm (rpynna [Hltana AG)

603950 Huxnuii Hosropon, I'CIT-459,
yn.Canranckas,

+7 831 278 8088

8 800 250 50 00

med@stada.ru

20.

AO HanuoHansHas HMMYHOOHOJIOrHYecKas
KOMITaHU

123242, ropon MockBa, epeyox KanpaHOBa,
nom 3

+7 (495) 649 96 30

info@nacimbio.ru
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YTBEPXIEHA
npukaszoM PenepanbHOro areHTCTBA
10 TEXHUYECKOMY PeryJIMpOBaHHIO
H METpPOJIOTHH

oT «21» aBrycra 2017 r. Ne 1768

CrpykTypa
TEXHHYEeCKOro KOMHTETA MO CTAHAAPTH3ANHH

) «Paspaﬁorxa, NPOH3IBOACTBO H KOHTPOJIb KAa4YeCTBA JICKAPCTBEHHBIX CPEACTB»

HaumenoBanue TK

Opranuzamus, Ha 6ase
KOTOpOi neicreyer

CooTBercrByiomue TK

IK, PT") HICO

Cnenmanusanusa TK

(IITK) TEXHHYECKHH KOMHTET u CEH, MTK
(moaKoMHUTET)
TK 458 Fo?;;:? g ASTM ES5 BHOBI NEATEIEHOCTH
Paspaborka, T RCHEL O xoasr 1o OKITA 2
1p 015313 oncreo | YHHTapHOE NpEeNnpUsTHE ISO/TC 76 ( 01.28 )
¥ KOHTPOJIE «Bcepoccuiickui «AnmnapaTs! Ana 02.30.40.140 21.1,
O Hay4HO- IepeauBaHda KPOBH, 21.20.1, 21.20.21,
JIEeKAPDCTBEHHEIX HCCIea0oBaTeILCKHH BIIMBAaHHAS U 21:20:22,21.20.23,
p WHCTHTYT HHBEeKIHIT 21.20.9, 22.19.71.190,
CpeacTs 22.29.29, 22.22.14.000,
CTaH/1apTH3ALMH MeJHUIUHCKOrO 23.13.11.114
MaTepHasyioB U HazHAYeHUa» 23.13.11.1 32: :

TexHonorui» (OI'VIL
«BHHI CMT»)

117418, r. MockBa,
Haxumosckuii np-T, AO.
31, xopiIr. 2-
Tenedon:(495) 543 72 62
daxc (495) 543 72 63

23.13.11.150, 23.19.23, .
25.92.13, 46.46.11,
71.20.11, 72.19.30,
72.11.11; 82,92.10,
86.10.19, 84.12, 62




