2542513
MWHWUCTEPCTBO 34PaBO0OXPaHEHUS

Poccuiickoin degepaumn
PEAEPANBHAA CNYXBA NO HAL3OPY I

B COEPE 3[PABOOXPAHEHUS [epxarenam peracTpaLoHHbIX n
(POC3/[JPABHA/30P) Y0CTOBEPEHWUIA 1 NPON3BOAUTENAM
PYKOBOAWTE/b NIEKapPCTBEHHBIX MPenapatos,
CnaBsHckas nn. 4, ctp. 1, Mocksa, 109012 CO,Cl.ep)KaLLI,I/IX B Ka4eCTBe
T . (495) 698 45 38, (495) 698 15 74 Y
enechOCVV\(/W.r(gszciravnadzo(r.gm)/.ru ,UIGI/ICTByI'OU_IIGFO BELLIﬁCTBa

09 . /a/, N O'/n amio04MnNnH
Ha Ne oT

| O BHECEHUW M3MEHEHWIA B UHCTPYKUMM |
Mo NPUMEHEHWNIO NIEKAPCTBEHHbIX
npenapaToB, COAePXKaLLMX aMIOANMNH

defiepasibHas cnyXba no Haasopy B Ciepe 34paBOOXPaHEHUs COOOLUAeT, uTo
MwuH3gpaBom Poccum n3gaHo MHGopmauroHHoe nucbMo oT 24.10.2022 Ne 25-6/10640 o
pPeKOMeHAaUmMn  BHeceHus M3MEHEHWA B MHCTPYKUMM  NO  MPUMEHEHUIO
3aperncTpupoBaHHbIX B Poccuiickoin degepaumyt NeKapCTBEHHbIX MpenapaToB A
MEAULMHCKOTO TMPUMEHEHMs,, COfepXKalMx B KayecTBe [eMCTBYHOLLEro BellecTBa
amnoaunuH B NEKapPCTBEHHOW (hopMe «TabNeTKM», COrlacHO akTyaslbHON MH(opmaummn 06
OMbITe KAIMHWYECKOro NpuMeHeHUs Npenaparos.

Poc3gpaBHaA30p npeasiaraeT fepXKaTensim pPerucTpaumoHHbIX YAOCTOBEPEHUIA U
NPOV3BOAUTENIAM JIEKAPCTBEHHBIX NPenapaToB amJ04ANNMHA B BO3MOXHO KOPOTKUE CPOKM
paccMOTpPeTb BOMPOC O MOArOTOBKE M MpeAcTaBfeHMn B MuH3fpaB Poccun KoMMekTa
OOKYMEHTOB WM AaHHbIX, HEOO6XOAMMbIX B COOTBETCTBUM C PefepasibHbIM 3aKOHOM OT
12.04.2010 Ne 61-®3 «O6 06palLeHMN NeKapCTBEHHbIX CPEACTB» A4/ BHECEHUA U3MEHEHWI
B MHCTPYKUUW MO NPUMEHEHWNIO YKa3aHHbIX /IEKAPCTBEHHbIX MPenapaToB COriacHO NUcbMy
0T 24.10.2022 Ne 25-6/10640 (npwnaraetcs).

O MPUHATOM peLleHnn, a TakKke O peasin30BaHHbIX MeponpuATUAX MPOCUMM [0
30.12.2022 wH(opmMupoBaTb Poc3apaBHAA30p MO 3MEKTPOHHOM MouTe Ha  afpec:
YakobenskiNF@roszdravnadzor.gov.ru ¢ nocfegytowmnm AO0CbIIOM  Ha  GyMayKHOM
HoCcuTene.

[MpunoxeHwue: Ha 3 N1. B 13K3.

(y” A.B. Camoiinosa


http://www.roszciravnadzor.gov.ru
mailto:YakobenskiNF@roszdravnadzor.gov.ru

MuH3gpae Poccun

MWHWCTEPCTBO 202558060
3[IPABOOXPAHEHWHA
POCCUNCKOW ®EJEPALN

(MVIH3[PAB POCCUI)
3aABUTENSIM PerucTpaLmm 1

PaxmaHoBekuii nep., a. 3/25, cTp. 1,2,3,4,

Mocksa, ["CIM-4,127994, npon3soAnTeENAM NEKAPCTBEHHbLIX
Ten.; (495) 628-44-53, taxc: (495) 628-50-58 npenaparoB, CoAepXKallyx B Ka4ecTBe
24.10.2022  Ne 25-6/10640 NECTBYIOLLErO BELLECTBa aM/I0ANMNH

HaNe

[JenaptameHT  perynmMpoBaHus  00OpalleHWs  NIeKapCTBEHHbIX  CPeAcTB
N MEAULMHCKMX U34ennin B cBA3M ¢ nucbMom PIbY «HUISCMIM» MwuH3gpasa Poccum
oT 20.10.2022 No 24702 cooOlaeT 0 peKOMeHAauMM BHECEHUA W3MEHEHWA B
MHCTPYKUMW O MPUMEHEHUIO 3aperncTpmpoBaHHbIX B Poccuiickor  Pepepaummn
NeKapCTBEHHbIX NpenapaToB A1 MeANLUMHCKOrO NPUMEHEHWS, COAEPXKaLLMX B KaUecTBe
[EVCTBYHOLLIEro BeLLecTBa am/IoANMNUH B IEKAPCTBEHHOW (POpMe «TabneTKu», COrnacHo
aKTya/lbHO MH(opMaumMn 06 OMbiTe K/MHWYECKOTO MPUMEHEHUS NleKapCTBEHHbIX
npenaparos.

MpunoxeHne: nucbMo ®PIrbY «HLUICMI» MuH3gpasa Poccun ot 20.10.2022
Ne 24702 Ha 2 n.

[uvpekTop denapTameHTa
perynmpoBaHus obpaLleHus
NeKapCTBEHHbIX CPEACTB U
MEAVLIMHCKUX U3AEeNIiA E.M. Actanenko

MoANMHHUK 3N1EKTPOHHOIO JOKyMeHTa, nognucaHHoro 3,
XPaHUTCSA B CUCTEME 3/IEKTPOHHOIO JOKYMEHToo6opoTa
MuHucTepcTBa 3apaBooxpaHeHus
Poccuiickoii ®epepaumu.

CBEAEHUA O CEPTU®UKATE 3r1

Ceptuchnkar: 01D8C69C2ECE9DOOO00AC5B300060002
Komy BblgaH: AcTaneHko EneHa MuxaiinosHa
[lelictButeneH: ¢ 12.09.2022 go 12.09.2023

CasoHoB AL
(495)627 24 00, pob. 2037



MWUHWUCTEPCTBO 3JPABOOXPAHEHUA [lenapTamMeHT perynmpoBaHus
POCCUNCKOWM ®EJEPALINA

(Muhagpas Poccun) obpaLleHns NeKapcTBEHHbIX
CPeACTB U MeAVLMHCKNX U3LeNni
(eAepanbHoe MunHUCTEPCTBA 3PaBOOXpaHeHNA

rocyfapCcTBEHHOe GHOIXKETHOE YUpPEeXJeHue
«HayuHbIN LeHTP 3KCNepTU3bl CPeACTB
MEAULUHCKOr0 NPUMEHEHUS»
(PrbyY «HLUICMI»
MwuH3gpaBa Poccun)

Poccuiickoin defepaumn

PaxmaHOBCKWIA nep., 4. 3,
r. Mocksa, 'Cl1-4, 127994

127051 Mocksa, MeTpoBckuii bynbeap 4. 8.. cTp,2
Ten. (499) 190-18-18.(495) 625"3-48,(495) 625-43~12

20 OHT 2022

HaNe oT

NHhopmaLmoHHoe NMCbMO

B xofe noAroToBkM TpeboBaHWI K 6e30MacHOCTU, 3DEKTUBHOCTU IEKAPCTBEHHbIX
CPefCTB, OCHOBaHHbIX Ha COBPEMEHHON HayyHO 060CHOBaHHOW MHQOpMaUUK 06 OnbITe
KMMHWYECKOTO MPUMEHEHUs JIeKapPCTBEHHBbIX MpenaparoB, COAepXalux B KauyecTse
[ENCTBYIOLLIEro BeLecTsa aM/I0AUMNMH B SIEKAPCTBEHHON opMe «TableTKn» B [JO3VPOBKE
5 wmr n 10 Mr, a TaKke BO WCMOSIHEHME MOMOXKEHM YacTn 6 ctatbn 3 PefepasbHOro
3aKoHa 0T 27.12.2019 Neo 475-®3 «O BHeceHUW M3MeHeHUin B PeaepasibHbIA 3aKOH «O6
06paLleHn NeKapCTBEHHBIX CPeacTB» 1 ®PefepasibHblil 3aKOH «O BHECEHUW U3MEHEHWIA B
denepanbHbIi 3aKoH «O6 06paLLeHNN NEKaPCTBEHHbIX CPEACTB» B paMKax Npoueaypbl Mo
onpefesieHnto  B3aMMO3aMeHAEMOCTU  Oblna  BbIB/IEHA HEOOXOAMMOCTb  YHUMKALMN
YTBEPXKAEHHBIX ~ WMHCTPYKUMA MO0 MEeAMUMHCKOMY  MPUMEHEHUIO  NIeKapPCTBEHHbIX
MpenapaToB 1 NpVBEAEHNA NX B COOTBETCTBUE CIeAYHOLLMM TPeGOBAHUAM:

1 B pasgene «®dapmakognHaMuKa» LOMNOMHUTENIBHO MPUBECTU ClEAYHOLLYHO
MH(OpMaLuIO:

«[MprMeHeHne y naumeHTOB AeTCKOro Bo3pacTa (B Bo3pacTe OT 6/1eT)

B wuccnegoBaHUM C€ ydactvem 268 paeteit B Bo3pacte OT 6 g0 17 neT
MPeMMYLLECTBEHHO BTOPUYHOI TMNepPTEH3NEN, CpaBHEHWE [03 amiogmnuHa 2,5 mr n 5,0
M C n/auebo nokasano, 4YTo 06e 403bl CHYDKAIM CUCTO/IMYECKOE apTepuasibHOe AaBnieHune
B 3HAUUTENIbHO OOMbLLIEN CTEMEHK, YeM nnauebo. PasHuua Mexay ABYMS [03aMun He Oblna
CTaTUCTMUYECKM 3HAYMMOIA.

JonrocpoyHble 3gdeKTbl amnoaunuHa Ha pPocT, MOSI0BOe CO3peBaHve U oblLlee
pasBuTe He M3ydanuncb. JonrocpoyHas SPMEKTUBHOCTL aMIOAUMUHA L1 CHUXKEHWS
CepleYHO-cocyAncTon 3ab01eBaeMoOCTV B LETCTBE M CMEPTHOCTU BO B3POC/IOM BO3pacTe
TakXke He Obla yCTaHOB/EHA. »;

2. B pasgene «®apMakOKMHETUKa» AOMNONHUTENIbHO MPUBECTM CNEAYHOLLYHO
MH(hopMaLMO:

«[MprMeHeHne y naLuyeHTOoB AeTCKOro Bo3pacra

[MonynAaunMoHHoe  (hapMakOKMHETUYECKOE MCCnefoBaHMe Oblo  MpOBEAEHO C
yyacTveM 74 nauueHTOB [ETCKOro BO3pacta C rmMnepTOHMYECKO 60/e3HbH0 B BO3pacTe



ot 100 17 net (34 naumeHTa B BO3pacTe OT 6 A0 12 neT 1 28 naumeHTOB B Bo3pacTe OT 13
£0 17 net), nonyyasLUMX amaognnuH B fose ot 1,25 o 20 Mr o4uH uav fBa pasa B CYTKM.
CpegHuii nepopasnibHblil KnupeHe (CL/F) y peTteid B BO3pacte OT 6 J0 12 neT ny
noapocTkoBs OT 13 Ao 17 net coctasnsan 22,5 v 27,4 n/yac COOTBETCTBEHHO Y Ma/TbUMKOB U
16,4 n 21,3 n/4 COOTBETCTBEHHO Y AeBouveK. Habnoganicb 60nblUME Pa3Inuma B
aKCno3mumn cpeamn nauneHToB. [aHHble 0 AeTAX Maflle 6 fieT orpaHnYeHbl.»

3. B pasgene «[lokasaHWA K MPUMEHEHWO» MNPUBECTU  [LOMONHUTENbHOE
MoKasaHve K NPUMEHEHNIO:

«ApTepranibHas TMnepTeH3ns y AeTeil B Bo3pacTe 6-17 NeT.»;

4. B pa3gene «lpoTvBONOKasaHWs» MNPOTUBOMOKa3aHWe, CBA3aHHblE C
BO3PacTOM MaupeHTa, NPUBECTU B CMIELYHOLLEN pefakumu:

«[leTCKuin Bo3pacT A0 6 neT (3¢hheKTMBHOCTbL M 6e30MacHOCTb HE YCTaHOB/IEHbI MPW
apTepuanbHOM TUNEPTEH3NN), AN OCTa/IbHbIX MOKasaHW npenapar NpPOTMBOMNOKasaH Yy
nauueHToB mMnagLle 18 net.»

5. Pazgen «Crnocob6 npuMMEHeHUs W [03bl»  [OMOMHUTENIbHO  NPUBECTU
C/eAyHoLLYyH0 NHGopMaLmo:

«[MpuMeHeHVe y nauneHTOoB JEeTCKOro Bo3pacTa

[eTn nnogpocTKM OT 6 40 17 NeT C apTepuasbHOW runepTeH3vein

PekomeHayeMast aHTUIMMNepTeH3NBHaA MepopasibHas [03a Yy NauWMeHTOB [ETCKOro
BO3pacTa OT 6 0 17 NeT cOCTaBNAeT 2,5 MIr OfIH pa3 B CyTKM B Ka4ecTBe Haya/lbHOW A03bl
C NOBbILIEHVEM A0 5 MI OAWMH pa3 B CYTKW, eCnu LieneBoe apTepuasibHoe [aB/ieHne He
pocturaetca vepes 4 Hegenu. MNMprMeHeHVe Y AeTeld 403, NPEeBbILAWMX 5 Mr B CyTKK, He
M3y4asnoch (CM. pasgenbl «PapMakognHaMUKa» N «PapMakOKUHETMKE).

[MavneHTbl e TCKOro Bo3pacTa o 6 ieT

JaHHbIe OTCYTCTBYHOT.»

6. N9 nekapCTBEHHbLIX MpenapaToB am/I0A4UMNUHA, BbIMYCKaeMbIX TOMILKO B
posvposke 10 Mr wMAM BbIMYCKaeMbIX B [03MpoBKe 5 Mr B (opme TabneTok 6e3
pa3fenIMTeNIbHOM PUCKK, B KOHUE pasfena «Cnocob npuMeHeHUs 1 403bl» JOMOHUTENbHO
MPVBECTU CMeAYHOLLYIO MH(hopMaLuIO:

«[lna obecrneyeHns yKa3aHHOrO BbILLE PeXXMMa A03MPOBaHNA MPY HEOOXOAMMOCTY
NpUMeHeHVs amoAunMHa B Ao3e 2,5 Mr CnefyeT HasHayaTb npenapatbl amiogunuHa
APYrvX NMPOU3BOAUTENEN B NIEKAPCTBEHHON (Popme «TabneTku 2,5 Mr» uim «Tabnetkn 5
MI» C pa3fe/IMTeNlbHOM PUCKOM.».

C yBaXXeHVeM.
3aMecTuTeNb reHepasibHOro AMpeKTopa
Mo 3KCNEPTN3E NeKapCTBEHHBLIX CPEACTB B.A.Mepkynos

Ven. Mopsyes [.B. (495)121-06.00. go6. 6210



