OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPETTAPATA

Tepaduexc Xonapoxpem Dopre, 1 % + 5 %, kpem U1 HApy>KHOTO TPUMEHEHHS

2.  KAYECTBEHHBIN M KOJIMYECTBEHHbIN COCTAB

JeiicTByromiue BemecTBa: MEJIOKCHKaM, XOHAPOUTHHA Cylb(haT HATpus

1 r xpeMa corepKuT: MeJoKcHuKaMm - 10 Mr u XoHApOouTHHA Cyibhatr HaTpus - SO Mr.
BcnomoraTenbHbie BelllecTBa, HATMYUE KOTOPBIX HAJIO YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapata: gumeruicynbdokeua — 100 mr, nponmieHraukoas — 100 mr, Makporosia
nerocTeapar — 12 Mr, eTocTeaprioBblid ciupT — 42 Mr (cM. paszaen 4.4.).

[TonHbIM IepeyeHb BCIIOMOTaTeIbHbBIX BEIECTB MPUBENIECH B pa3aene 6.1.

3. JIEKAPCTBEHHASA ®OPMA

Kpem 115t Hapy»KHOTO TPUMEHEHUS.

OOHOPOIHBIN KPEM OT CBETIIO-XKEJITOTO C 3€JEHOBATHIM OTTEHKOM JI0 JKEJTOr0 C 3€JIEHOBAThIM
OTTEHKOM I[BETA C 3alaXxoM JTUMETHICYIb(POKCHIA.

4. KJIMHUYECKUE JAHHBIE

4.1. Iloxa3aHusl K IPMMEHEHUIO

[Ipenapat pekomeHayeTcs K NPUMEHEHUIO B COCTaBe KOMILIEKCHOM Tepamuu J1ereHepaTUBHO-
TUCTpoduUecKrX 3a001eBaHMi OMIOPHO-ABUTaTEIBHOIO aliapara: 0CTe0apTpo3a, OCTEOXOHIPO3a
MIO3BOHOYHHKA; MHBIX 3a00JIeBaHUIl CYCTaBOB, COMPOBOXKIAIOIIMXCS OOJIEBBIM CHHIPOMOM.

4.2. PexuM 103UPOBAHUSA M CIIOCO0 NPUMEHEHHUS

Hapyxno. Ciierka BTUparOT MOJOCKY KpeMa IJIMHOM OT 1 10 5 ¢M, KpaTHOCTh MPUMEHEHUS — 2-3
pa3a B cyTku. HeoOGxoammoe KOIU4eCTBO IMpernapaTa 3aBUCUT OT pa3Mepa 00Je3HEHHOW 30HBI.
[Tocne HaHeceHus mpemnapata PyKH HEOOXOAMMO TINATENBHO BHIMBITh. JIJIUTETHHOCTD JICUCHUS
3aBUCHUT OT MOKa3aHUW u oTMeuaemoro 3¢ dekra. [locae 2-x Hemenb UCMONb30BaHUS TIperapaTa
CJIeTyeT IPOKOHCYJIbTUPOBATHCS C BPAUOM.

4.3. IlporuBomoka3anus

['unepuyBCTBUTENBHOCT, K KOMIIOHEHTaM Ipenapara (a Takke K JIPYTUM HECTEepPOUIHBIM
MPOTUBOBOCTIAJIUTENLHBIM CPEACTBAM), HApYyIIEHHE LEJOCTHOCTH KOXHBIX IMMOKPOBOB B MECTax
MpeAnojaraeMoro HaHeceHus1, AeTCKUi Bo3pact (10 12 ner).

4.4. Oco0Oble yKka3aHUs U MepPbI MPETOCTOPOKHOCTH NPH NMPUMEHEHUN

[Ipemapar cieayeT HAHOCUTH TOJBKO Ha HEMOBPEXKIECHHYIO KOXYy, H30eras momajgaHus Ha

OTKpBITHIE paHbl. He crepyer gonmyckars nomnaaaHus mpernapara Ha 1j1a3a U CIIM3HCThIe 000I0UKH.



Crnemyer NPOKOHCYJIBTHPOBATHCS C BPadoOM IIE€pe]] COBMECTHBIM MPHMEHEHHEM Iperapara
Tepadnexc® Xouapokpem @Dopre ¢ IpYyrUMH HECTEPOUTHBIMH TMPOTHUBOBOCHIAIUTEIHHBIMU
npernapaTami, a TaKXkKe MPU HeOOXOAMMOCTH HCIIOIh30BaHUS Mmpemnapara 6osee 2-X Helemb.
[TpuMeHSTh C OCTOPOKHOCTHIO TIPU HAPYIICHUH (YHKIIUU MOYEK W TEYCHH, TPU BBIPAKEHHOU
MaTOJIOTHH JKETyIOYHO-KHMIIIEYHOTO TpakTa (s3BeHHas OoJje3Hb B (a3e 00O0CTpeHus), mpu
BBIan(eHHOﬁ MaTOJOIru CUCTEMbI KPOBH, B ITOKHUJIOM BO3pPACTC.

BcrnoMorarenbHBIE BEIIECTBA

[Ipemapat comep uUT AUMETUICYIb(GOKCUA, MPONUICHTINKOIb, MaKporoja IeTocTeapar u
LETOCTEAPUIIOBBIN CITUPT.

JumeTuncynb(OKCH T ¥ TPOMMICHTIIUKOIb MOTYT pa3pakaTh KOXKY.

MakporoJia nerocreapaT 1 LEeTOCTEapHUIIOBBII CIIUPT MOT'YT BBI3bIBATH MECTHBIE KOYKHBIE PEAKIIMU
(HampuMep, KOHTAKTHBIA JEPMATHT).

4.5. BzauMmopgeiicTBHe ¢ JAPYrMMHM JIEKAPCTBEHHBIMM IpenaparaMd M JApyrue BHAbI
B3aUMOJAeHCTBUSA

Cnyqan B3aHMO,Z[€I>'ICTBI/I}I HJIM HCCOBMCECTUMOCTHU C APYIUMH JICKAPCTBCHHBIMU CPCACTBAMU HC
OTIHCAHBI.

4.6. @epTWIBHOCTH, 0€PEMEHHOCTD W JIAKTAIIUS

[Ipumenenne npemnapaTta MPOTHBOIIOKA3aHO B TIEPUOT OEPEMEHHOCTH U JIAKTAIIUH.

4.7. BuusiHMe HAa CIIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CPeACTBAMH U padoraTh ¢
MeXaHUu3MaMHu

[Ipemapatr He oOka3bIBaeT BJIMSHUE Ha CIOCOOHOCTh YMPAaBIATH AaBTOMOOWJIEM M JAPYTUMHU
MEXaHU3MaMU.

4.8. HexenatejbHble peakunu

Pe3roMe HexxenaTeabHbIX PEAKIINN

Yacrora HexenaTeNbHBIX JIEKAPCTBEHHBIX peakIMil KiaccuuIMpoBaHa B COOTBETCTBUU C
pexoMeHaanusIMu BeceMupHO# opraHu3anuu 3ApaBoOOXpaHeHus: o4eHb yacto (>1/10), gacto (0T
>1/100 go <1/10), mewacro (ot >1/1000 mo <1/100), peaxo (ot >1/10000 no <1/1000), oueHb
penko (<1/10000); yacToTa HEM3BECTHA (YACTOTY BOSHUKHOBEHHS HEBO3MOXXHO OIPECIUTH Ha
OCHOBaHUHU UMEIOIINXCS JAHHBIX).

Hapywenus co cmoponvl Kod#cu 4 NOOKOICHBIX MKAHEU.

UactoTa Hew3BecTHa (HE MOXET OBITh YCTAaHOBJCHA HCXOAS U3 HMMEIONIMXCS JAHHBIX) —
aJJIepru4ecKue peakluy co CTOPOHBI KOXH (3y[, TOKPAaCHEHHE, KOXKHAS CHITIb).

COO6H_ICHI/IH 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxno COOGH.I&TI: 0 IOAO3PCBACMBIX HCIKCIATCIBbHBIX PCAKIIHAX ITOCJIC PECTUCTpAlUU ITPLIiapaTa C

OCIIbIO obecreueHust HCIIPCPBIBHOTO MOHHUTOpPHUHIAa COOTHOHICHUSA  «II0JIb3a — PUCK»
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JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATEThHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HaIMOHATbHBIC
CHCTEMBI COOOIICHHMS O HEeXeNaTeNbHBIX peaKIHsIX TOCYAapcTB — wWIeHOB EBpa3zuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickag ®enepanus

109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1
®denepanbHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)
Tenedon ropsaeit muauun: 8§ 800 550 99 03

DnekTpoHHas rmoyta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

Pecny6auka Kazaxcran

010000, r. Actana, paiion baiikonslp, yi. A.Mmanosa, 13 (BL| «Hypcayner 2»)
«HaunoHanbHbIN HEHTP 3KCHEPTU3HI JIEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX W3JIETHID
Komutera MequuHcKoro u papmareBTH4eckoro KoHTposisi MuHuctepeTBa 31paBoOXpaHeHUs
Pecniy6nuku Kazaxcran

Tenedon: +7 7172 78 99 11

DnekTpoHHas nmoyta: farm@dari.kz

https://www.ndda.kz

PecniyOsmka Bemapych

220037, r. Munck, ToBapunieckuii niep., 2a
PVII «lleHTp dKCIIEpTU3 U UCIIBITAHUM B 31paBOOXPAHEHUN»

Tenedon: +375 17 242 00 29

DnekTpoHHas rmoyrta: repl@rceth.by
https://www.rceth.by

Keipreisckas PecnyOianka

720044, r. buiikek, yi. 3-a Jlunus, 25

JlemapTaMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3JIENHi Tp MUHUCTEpCTBE
3npaBooxpanenus Keipreickoi PecryOnmmnku
Tenedon: +996 312 21 92 78

OnektpoHHas mouta: dlsmi@pharm.kg

http://pharm.kg

PeciyOmimka ApMeHust

0051, r. Epesan, nip. Komuraca, 49/5
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«Hay4HbIil HEHTp AKCIEPTU3BI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTUN UM. aKaJeMHKa .
I'abpuensna» AO3T
Tenedons! ropstueit muann: +374 10 20 05 05, +374 96 22 05 05

DnekTpoHHas rmoyra: vigilance(@pharm.am

http://pharm.am

4.9. Ilepepo3upoBka
Kpaitne Hu3kas cuctemHass abcopOuus aKTUBHBIX KOMIIOHEHTOB IIperapara Ipu HapyKHOM

MPUMEHEHUH JeNaeT Mepe03UPOBKY MPAKTUYECKU HEBO3MOXKHOIA.

5. ®APMAKOJIOTHTYECKHUE CBOMCTBA

5.1. dapMaKoAUHAMHYECKHE CBOICTBA

dapMakoTepaneBTUUECKasl TPYIINA: PEreHepalud TKaHEW CTUMYJSATOP + HECTEPOMIHBIN
MIPOTHUBOBOCTIATIUTENbHBIN Mpenapar.

Kon ATX: M02AX10

Mexanusm neiictBus, dapMakoarnHaMuueckue 3 deKThl

[Tpenapar Tepadaeke Xonapokpem Popre o01agaeT KOMOMHHUPOBAHHBIM JICHCTBUEM: 3aMEIJISICT
IIPOrPECCUPOBAHUE OCTE0AapTPO3a U OCTEOXOHAPO3a, OKa3blBaeT 00e30o0sMBaroIIee ACHCTBUE,
CIOCOOCTBYET yBEIMYEHUIO 00beMa IBUKCHHSI CYCTaBOB (B 00J1aCTH HAaHECEHHS Kpema), o0Iaiaer
MPOTUBOBOCIIATIUTEIILHBIM ~ JISHCTBUEM, YMEHBIIACT MPHUITYXJIOCTh CyCTaBOB. braromaps
ONTUMAJFHOMY COYETAaHUIO KOMIIOHEHTOB KpeMa OTMEYaeTcs B3aUMHOE YCUJIEHHE HX
00€300JTMBAIOIIETO ¥ TIPOTUBOBOCIIATUTEIHHOTO (PP EKTOB.

XonapoutrHa Cynb(haT — TTUKO3aMUHOTIINKAH, KOTOPBIH SIBJISIETCSI €CTECTBEHHBIM KOMITOHEHTOM
MaTpUKCa XPSAIMIEBOM TKaHHW. XOHJPOUTHUHA CyIb(ar HOpMaIM3yeT OOMEHHBIE MPOLECCHl B
XpAILLIEBON TKaHU, TOPMO3HUT IPOIIECCHl JereHepaluuu (pa3pylIeHHs) XPSALIEBOM TKaHH, B TOM
yHuclie 3a CYeT YyMEHbIIEHUsT o00pa3oBaHHUS (EPMEHTOB, BBI3BIBAIOLIUX €€ pa3pylLIeHHE
(MeTayionpoTenHa3, arrpekaHas M JAp.), CTUMYJIUPYET CHHTE3 IIOJHOICHHBIX MOJIEKYJI
TJIMKO3aMHUHOTJIMKAHOB, B YaCTHOCTH THAIYPOHOBOW KHCIOTHI M XOHJPOUTHHA Cyibdara,
yrHeTaeT o0pa3oBaHUE MEAMATOPOB BOCMAJICHUS B TKaHAX cycTaBa. B pe3ynbraTe XOHIPOUTHHA
cynbdaT cocoOCTBYET pereHepauu (BOCCTAHOBJICHHUIO) XPSIIEBBIX MTOBEPXHOCTEH CyCTaBOB U
CTUMYJUPYET BOCCTAHOBJIEHHE IPYIMX CTPYKTYyp CycTaBa (CBA30K, CYXOXWIMH MU 1p.). ITO
MPUBOJUT K YMECHBIIICHUIO O0IE3HEHHOCTH, YBEITHUEHUIO TIOJIBUKHOCTH MOPAKEHHBIX CYCTaBOB U
3aMeJICHUIO IPOTPECCUPOBAHMSI OCTEOAPTPUTA.

Menokcrukam — HECTEPOUJIHOE MPOTUBOBOCTIATIUTENILHOE CpPEeICTBO, obnanaer
MPOTUBOBOCIIATIUTENILHBIM,  aHAJIbI€TUYECKUM  JCWcTBHEM. MelnoKcukaM  M30upareinbHO

UHTUOMPYET IUKIOOKCUTEHA3y-2, HapylIaeT MeTa0oIi3M apaxug0HOBOM KHCIOThI, YMEHBILIAET B
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odare BOCHAJEHUS KOJIMYECTBO MPOCTArJIaHIWHOB (MEIUATOPOB OOMM U BOCHAJICHHS).
Menokcukam aBasgeTcs XOHHpOHeﬁTpaHBHBIM npenaparoM, HE OKa3bIBACT HCTATUBHOI'O BJIIMAHUSA

Ha XpAICBYIO TKaHb, HC YTHCTACT CUHTE3 INPOTCONTIMKAHOB CYCTABHOI'O Xpsllla.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

Het nagHbIx.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepedyeHb BcnoMoOrateJibHbIX BellleCTB

JumeTtuncynbhokcun

[IponuneHrnukonn

Makporo:a nerocreapar

[lerocTeapuiioBblii criupT [1eTUIIOBBINA ciupT He Ooiee 60 %, creapunoBslii ciupT He MeHee 40 %]
[Mapadun xuaxuii

Bazenun

NmMmunomoueBrHa

Hatpus gucynsdur

Bona

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpoxk rogHocru (CpoK XpaHeHHU)

2 roxa.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Nipu Temnepatype He Baiie 25 °C.

6.5. Xapaxrep M coaepkaHue NEPBUYHON YIIAKOBKH

ITo 10, 20, 25, 30, 50 unu 100 r B TyOy amOMHUHHEBYIO C KPBIIIKOH U3 nmonunponuieHa. Kaxmyro
TyOy BMECTE C JIMCTKOM-BKJIQ/IbIILIEM ITOMELIAIOT B MAUKY U3 KapTOHA.

6.6. OcoOble Mepbl TNPETOCTOPOKHOCTH TPH YHUUYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs:
JIEKAPCTBEHHOTI'0 NMpenapara, u Apyrue MaHUILYJISIIHHU ¢ NPenapaToM

Het oco6bIx TpeOoBaHUil K yTHIN3AINH.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

AO «BAVIEP»

107113, r. Mocksa, yi. 3-1 Peibunckas, 1. 18, ctp. 2, Poccus



7.1. IlpencraBuTeb JAep:KaTessi PeruCTPAIIMOHHOIO YA0CTOBEPEHUs

IIperen3uun norpedbuTesiell HANPABIATD 10 AJIPECY:

Ha meppumopuu Poccuiickou @edepayuu u Pecnyoauxu Apmenusi:
AO «BAVEP»

107113, r. Mockaa, yi. 3-s1 PeiOunckas, a. 18, ctp. 2, Poccus
Tenedon: +7 495 231 12 00

Ha meppumopuu Pecnybonauxu Kazaxcman u Kvipevizckou Pecnyonuku.
TOO «baiiep KA3»
050057, r. Anmartsl, yi. Tumupsizesa, 42, naBunboH 15, oduc 301, Kazaxcran

Tenedon: +7 727 258 80 40

Ha meppumopuu Pecnybonauxu benapycs:
220089, r. MuHck, nip. JI3epxunckoro 57, nomenienue 54, benapych

Tenedon: +375 17 239 54 20

8. HOMEP PETHCTPAIIMOHHOI'O YJOCTOBEPEHMUAA

9. JTATA IEPBUYHOM PETUCTPAIIMU (IOATBEPXKJIEHUA PETUCTPAIINN,
INEPEPETUCTPAIIN)

10. JATA IIEPECMOTPA TEKCTA
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