COOTBETCTBYET 3KCMEPTHOMY OTYETY

ot 09.04.2024 Ne 6987
OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTTPERAPATA 1001

. HAUMEHOBAHHUE JTJEKAPCTBEHHOI'O IIPEITAPATA
Metunypanun, 10 %, Ma3b 11 MECTHOTO U HAPYKHOTO TPUMEHEHUS

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JleficTBy1o1I€€ BEIECTBO: JUOKCOMETUITETPArUAPOIIUPUMUIUH.

B 100 r npemapara conepxutcs 10 r JTHOKCOMETHIITETPAruAPONUPUMHUANHA (METHITYPAIIHIIa).
BceromorarenbHbple  BemiecTBa, HAJIWYME KOTOPBIX HEOOXOIMMO YYHTHIBATh B  COCTaBe
JIEKapCTBEHHOTO Mpernapara;: JIJAHOJIUH (cM. pasnen 4.4).

[TosHbI nepedyeHb BCIIOMOraTENIbHBIX BELECTB PUBEEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ma3sp 111 MECTHOTO U Hapy>KHOT'O TPUMEHEHUS.
Masb oT 6eJ10r0 C )KENTOBATHIM OTTEHKOM JI0 CBETIIO-XKEJITOTO I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

B cocraBe kommiiekcHOW Tepanuu. Bsnmo3akuBarommue paHbl, OXOTH, (HOTOAEPMATHUT.
[Ipodunaktuka peakmuii KOXH TpuU  OOJydeHHUH HOBOOOpPA30BaHUH C  HEBBICOKOU
PaznovyBCTBUTEIBHOCTBIO, YMEHBIICHHUS CUMIITOMOB JIy4€BOT'0 I€PMATUTA U MTO3AHUX CPAIIeHUI
CTEHOK (OKKJIFO3WI) Barajuiia — B cliydae Jy4eBOW Tepanuyu HOBOOOPa30BaHUM T€HUTATHH.

4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I
Pexxum 103upoBaHus
Ma3sp eXeqHEBHO HAHOCAT Ha MOPAKEHHBIE YYaCTKHM TOHKHMM CjoeM B KoimuectBe 5-10 T B
tedenue 15-30 nueit. [lepen HaHeceHHeM paHy clieayeT oO0paboTaTh aHTUCENTHKOM U YAAIUTh
OCTaTKH HEKPOTHUYECKUX TKaHEH.
B cnyuae nydeBoil Tepanmuu HOBOOOpa30BaHUM TEeHUTANW Ui NPO(PUIAKTHKH U JICUCHHS
PaaMOdIUTEINUTA Ma3b UCIIOIB3YIOT B PBIXJIBIX TAMIIOHAX.
Kypc nedenns nnauBuayanes.

€T’
Pexxum nosupoBanust y nereil oT 3-x A0 18 5€T COOTBETCTBYET PEXHUMY O3UPOBAHUS IS
B3POCIIBIX.
Crioco6 nmpuMeHeHus
HapyxHno. MectHo.

4.3. [IpoTuBONOKA3aHUS
® THIEPYYBCTBUTEIBHOCTh K TUOKCOMETHUITETPATHIAPONUPUMHUANHY WU/WIH K JIOOOMY U3
BCIIOMOT'aTCIIbHBIX BCHICCTB, MCPCUUCIICHHBIX B pa3aciic 61,
e U30BITOYHOCTb IPAHYJISIUN B paHE.

4.4. OcoOble ykazaHHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOXKHOCTEIO

bepemeHHOCTD, IEPHOA IPYAHOIO BCKAPMIIMBAHMSI, IETCKUI BO3pacT 10 3 JIET.

Oco0ble yKazaHus

[Ipumenenne y nereit 1o 3 jer, nmpu OEpeMEHHOCTH M B MEPHUOJA TPYAHOTO BCKApPMIIMBAHHS
PEKOMEHAYETCsI IPOBOUTH MO KOHTPOJIEM Bpaya.

BcrnomorarennHbIe BCIIICCTBA

[Ipenapat comepXUT JAHOIMH, KOTOPBIM MOXET BBI3BIBATH MECTHBIE KOXHBIE PEAKIMH
(HampuMep, KOHTAKTHBINA AEPMATHUT).
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4.5. BzaumopeiicrBue c APYruMH nexd&gﬂém;- TEE&HE«&TEM 01 g

JApyrue BUAbl B3aUMO/1eiiCTBUSA
[Ipemapat coBMeCTHM ¢ HAPYKHBIMH ANIIIUKANUSIMUA aHTHOAKTEPUATHHBIX U AaHTHCETITUYECKUX
CPEICTB.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

[Ipumenenue mpenapaTta MOpu OEPEeMEHHOCTH BO3MOXHO TOJBKO B TOM Ccllydae, Kornaa
nmpearojaaracMas 1mojib3a JJjis1 MaTCpu NpCBbIIIACT HOTGHHH&HBHBIﬁ PUCK OJIid IJ1044.

Jlakranus

IIpuMeHeHue npemnapaTa B IMEPUOJ TPYIHOIO BCKaPMIIMBAHUS BO3MOKHO TOJIBKO B TOM Cllydae,
KOrJla mpenosiaraeMas MmoJib3a JijIsl MaTepH MPEBbIIIAeT PUCK JIJIs peOeHKa.

[Ipu HeoOXoaMMOCTH Ha3HAuUCHHs Iperapara B MEpUOJ JIAKTAI[MM T'PYIHOE BCKApMIIMBAaHHE
CIIeTyeT MPEKPATUTb.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHNU3MaMu

[TpumeHeHue npenapara He OKa3bIBA€T BIMSIHUS HA CIOCOOHOCTH K YIPaBIECHUIO TPAHCTIOPTHBIMU
cpeacTBaMu, paboTe ¢ MEXaHW3MaMW H  BBHINOJHEHHWIO MMOTCHIIMAIBHO OIMACHBIX BHUIOB
NEeSTENIbHOCTH, TPeOYIOIIMX  TOBBIIIEHHOW  KOHLEHTpPAMM BHUMAaHUS U OBICTPOTHI
IICUXOMOTOPHBIX PEAKIUH.

4.8. He:xennaTesibHbIE peaKIUU

Pe3roMe HexkenaTeIbHBIX PeAKITUI

Amtepruyueckue peakuuu (3y, THIEPEeMHUs), KPaTKOBPEMEHHOE OIMYIICHUE MOKCHHS B MECTe
HaHECEHUs Mpenapara.

Coo001IeHHE 0 MM0I03PEeBACMbIX HEXKEIATSIbHBIX PEAKIIMIX

BaxxHo cooOmare 0 T0/03peBaeMbIX HEKENATCIbHBIX PEAKIUAX TI0CIe PETHCTPaIlluu
JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHnst HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO TMpemapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYETCS
co00IaTh O JIFOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
4yepe3 HallMOHAJIBHBIE CHCTEMBI COOOIIEHUS O HEXENATeIbHBIX PEAKIUAX TOCYIapCTB — YWICHOB
EBpa3uiickoro 53K0HOMHU4ECKOr0 COI03a.

Poccniickas @enepanvs

depnepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBsiHcKas miiomaib, 1.4, ctp.1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEpHETY:!
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka
Corydan nepe1o3upoBKH P MECTHOM U HapY>KHOM MPUMEHCHHUHU HE OIHCAHBI.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOHCTBA

dapmakoTepaneBTHUYECKas TPYIIA: IPyryue mpenaparsl, IPUMEHsIEMbIE B I€PMaTOJIOTHH.
Kon ATX: D11AX

MexaHu3M aeicTBUS U (hapMaKogUHAMUYECKHE 3D (DEKTHI
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Obnanaer aHabONMMYECKOW AaKTHBHOCTBIO. }[OpMaHH@hjl:::};%éﬂ_égl E'B@EE}' I%’;?Q;H)HGT

IpOIIeCChl KJIIETOYHON pEreHepaluy B paHax, YCKOPSET POCT W TPaHYIISIIIHOHHOE CO3PEBaHHE
TKaHU U MHUTETU3AIHIO.
[Tpu Hapy>KHOM IPUMEHEHHUHU 00J1agaeT POTONMPOTEKTOPHBIMU CBOHCTBAMHU.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA
JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHUE CBONICTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
JIaHOHWH BOTHBIN;

BazemuH.

6.2. HecoBMecTHMOCTEL
He npumenumo.

6.3. Cpok rogHocTu (CPOK XpaHeHHUs)
3 roga u 6 MecsIIEB.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U
Xpanuts npu temmneparype ot 8 go 15 °C.

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH
[To 25 T B TyOml amoMuHmeBbie. Kaxayro TyOy BMecTe ¢ WHCTPYKIIMEH MO TPUMEHEHHIO
IIOMEIAIOT B KAPTOHHYIO ITaYKYy.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAaPpCTBEHHOr0 Tpenapara WJIH OTX0A0B, TNOJYYEeHHBIX TMOCJe TPUMeHEeHHs
JIEKAPCTBEHHOI0 MpenapaTa u Jpyrue MaAaHUMyJISIIIUN C PenapaTomM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccniickas @enepanvs

AK1moHepHoe 001mecTBo "MypoMCKUid MPpUOOPOCTPOUTETBHBIHN 3aBOT"
(AO «MII3»),

602205, Bnagumupckas 06i1., . Mypowm, yi. 30 ner [ToGenst, 1.1a
Tenedon/dakc: (49234) 6-02-52, 6-34-71

7.1. IlpeacTaBUTENb J€PsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHH
[IpereH3un noTpeduTeNel HAMPaBIATh MO AAPECY:

Poccniickas @enepanvs

AK1moHepHoe 001mecTBo "MypoMCKUiA MPUOOPOCTPOUTETBHBIN 3aBOT"
(AO «MII3»),

602205, Bnagumupckas 06i1., r. Mypowm, yi. 30 et [ToGenst, a.1a
Tenedon/dakc: (49234) 6-02-52, 6-34-71

8. HOMEP PEI'UCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA IEPBUYHOM PEITICTPALIUHN
(IIOATBEPXIAEHUSA PETUCTPALIUU, IEPEPETUCTPALIUN)
JlaTa nmepBoii perucTpanuu:
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10. IATA IEPECMOTPA TEKCTA (MOCNEOOQBATENEHOCTE 0001)

OOmast  XapakTepuUCTHKa JIGKAPCTBEHHOro  Tpenapata  MeTwiypanuia JOCTyIIHa — Ha
uH(POPMAIIMOHHOM mopTane EBpa3suiickoro SKOHOMHYECKOTO COI03a B HH(DOPMAIMOHHO-
KOMMYHUKaIMoHHOU cetn «HTEepHEeT» https://eec.eaeunion.org/.




