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OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

WNunomeranun Codapma, 10 %, Ma3p A1 HAPYKHOTO IPUMEHEHUSI.

2.

KAYECTBEHHBIN 1 KOJTUMYECTBEHHBIN COCTAB

JelicTBytoliee BENECTBO: MHIOMETAIIMH.

1 r Ma3u 15 Hapy>KHOTO IpUMeHeHus coepkuT 100 Mr nuHIOMeTalKHA.

BcmomorarennHbIe BCIICCTBA, HAJIMUMUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npenapara: IUMETHICYIb(OKCU/T, JJAHOIUH (CM. pasnen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BELIECTB MPUBENIECH B pa3aene 6.1.

3.

JIEKAPCTBEHHASA ®OPMA

Massp i1 Hapy>KHOT'O IPUMEHEHHS.

Kenras romoresmsas Ma3b CO CHCHI/I(i)I/ILIeCKI/IM 3alraxoMm.

4.
4.1.

KIMHUYECKHUE JAHHBIE

Iloxka3zaHus K NIPUMEHEHHIO

[Ipenapar Mugomeranun Codapma mokazaH K MPUMEHEHHIO y B3POCIbIX M MOJPOCTKOB CTaplie

14 ner:

bonu B cnMHE NpH BOCHAIMUTENBHBIX U JIET€HEPAaTHBHBIX 3a00JIEBaHUSX [MO3BOHOYHMKA
(pamuKyIuT, OCTE0APTPO3, JTFIOMOAro, UIITHAC).

bonu B cycraBax (CycraBbl HAJIBLEB PYK, KOJEHHBIE U JIP.) IPU OCTE0ApTPO3E.

Bonu B Mplmax (BCieACTBUE PACTSHKEHUH, IEpEeHANPsIKEHNUH, YIIHOOB, TPaBM).
Bocnanenne M OTEYHOCTh MSATKMX TKaHEH W CyCTaBOB BCIEACTBHE TpaBM M IpHU
peBMaTHYECKUX 3a00JI€BaHUAX (TEHIOBArMHUT, OypCUT, MOPAXKEHUS NEPUAPTUKYJISIPHBIX
TKAaHEH, JIy4e3arsiCTHbIN CHHIIPOM).

Bocnanurensable 3a001€BaHu OIMOPHO-ABUTATCIIbHOT'O aIlrapara.

Hpe/:[HazHaqu JJIA CHUMIITOMaTHYSCKOM TCpanu, YMCHBIICHUA 00JM U BOCHAJICHHUS HAa MOMEHT

UCIIOJIb30BaHUs, Ha POTrPECCUPOBaHKE 3a00I€BaHNUs HE BIIHSICT.

4.2.

Pe:xxuM 103upoBaHMsA M CIOCO0 MPUMEHEHHS

PexxuM 103upoBaHus

Bspocnvie

ITo 4-5 cm ma3u 3-4 pa3a B neHb. VIHTepBan Mex 1y HaHECEHHEM Ma3H JIOJDKEH OBITh He MeHee 6

qaCoB.

OO01ee KOJIMYECTBO Ma3u ISl B3POCHBIX HE JODKHO TMPEBBINIATh 15 CM, BBIJABIMBAEMBIX W3

TyOBI, B CyTKH.

CTH

Iloopocmxu cmapwe 14 nem
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ITo 2-2,5 cm Ma3u 2-3 pasa B ieHb. VIHTepBai MeXy HaHECEHHEM Ma3u JO0JDKEH ObITh HE MeHee
6 yacos.

OO01iee KOJWYECTBO Ma3d JUIsl MOAPOCTKOB crapiie 14 jeT He MOJDKHO MpeBbIaTh 7,5 cwM,
BBI/IaBITUBAEMBIX U3 TyObI, B CyTKH.

Hemu u noopocmku maaowe 14 nem

[Ipumenenue mpenapara y AeTei U MOAPOCTKOB Miaiamie 14 JeT mpoTUBOMOKa3aHO (CM. pasjaen
4.3).

[IponomxurensHocTh neueHus: 7-10 aueil. Eciu 3a 3TOT nepuoJ BpeMEHU HET BO3JEHCTBUS HA

CHUMIITOMEIL, JICUCHUEC CICOYCT IEPECMOTPETE.

Croco0 ImpuMeHeHus

HapyxHo.

Masp BTHUPAIOT JICTKUMHU IBUKCHUSAMU, TOHKHUM CJIOCM B KOXY Ha 00Ie3HEHHBIH Y4acTOK T¢CJ1a.

4.3. IlporuBonOKa3aHUA

— T'unepuyBCTBUTENBHOCTh K MHAOMETALMHY WU K JIIOOOMY M3 BCIIOMOTaTeNbHBIX BEILIECTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

— I'unepuyBCTBUTENBHOCT, K  JPYTMM  HECTEPOUAHBIM  MPOTUBOBOCHIAIUTENbHBIM
npenaparam (HIIBII) ¢ knuHWUYECKUMU TPOSBICHUSIMH OpPOHXHAIBHOW aCTMBbI, PUHHTA,
KPanUBHUIBI WM aHTHOHEBPOTUYECKOTO OTEKA;

- BepeMeHHOCTB U ICPpUOL JIaKTAllUU;

— Jlerckuii Bo3pact nio 14 ner;

- HOBpe)KI[eHI/Ie KOXKHBIX ITOKPOBOB B MCCTC HAHCCCHU IIpcriapara.

4.4. OcoOble ykazaHHUSl M Mepbl PEJOCTOPOKHOCTH IPH NPUMEHEHHH
[Ipemapar  ciexyer TNPUMEHATb C  OCTOPOXXHOCTBIO  MPH  HAJIUYUU  CJIEIYIOIIUX
3a00JIeBaHUI/COCTOSHUM:
— ajsepruyeckue 3a00IeBaHMs U PeaKIuy;
— TpU HapyUleHUH (PYHKLIHU MEYeHU U MOoueK (B Cilydae HaHECEHHUS Ha OOJIbIINE YYacTKH
MOBEPXHOCTHU KOXH);
—  DPO3UBHO-S3BEHHBIC MMOPAXKEHUS JKeTy10uHOo-KuImedHoro Tpakta (OKKT);
— HapyUICHUs CBEPTHIBAEMOCTH KpoBU (B T.4. reMopwius, YAJUHEHHE BpPEMEHU
KPOBOTEUYEHHsI, CKIIOHHOCTh K KDOBOTEUCHHUSIM);
— conyrcrBytouee npumenenne HIIBIT;
— meueHovHas mopupus (000CTpeHue);
— TIOJIHOE WJIM HETIOJIHOE COYeTaHUue OpPOHXMAIBHOW aCTMBI, PEUANBUPYIOLIETO MOJIUII032
HOCa M OKOJIOHOCOBBIX Ma3yX M HENEPEHOCUMOCTH aleTHJICATUIMIOBON KUCIOTHI WIIH
npyrux HIIBII (B T.u. B aHaMHe3€);

— MOXWJIOHW BO3pAacT.
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HpenapaT CJICAYCT HAHOCHUTHL TOJIbKO Ha HCIOBPCIKIACHHBIC H HGI/IHq)I/II_[I/IpOBaHHBIe Y4aCTKHU

KOXH.

He nomyckaTh momagaHus B 171a3a, B POTOBYIO MOJIOCTh, HA CIM3UCTHIC 000IOYKHU HIIH OTKPBITHIC
paHbl, T.K. B 3TOM CiIy4ae HaOJI0AaeTcsl TOKAbHOE pa3ipaKeHUEe — CIe30TeUueHe, TOKpPAaCHeHHUE,
AOKEHUe, 00Jb (JeueHne — OOMIbHOE MPOMBIBAHHE MOPAKEHHOTO ydYacTKa MPOTOYHOU BOJIOM

i 0,9 % pacTBOpoM HaTpus XJIOPUJA 10 YMEHBIIEHHs U HCUE3HOBEHUS ajo0).

[Ipy mnosABIEHUM CBHINK WU JAPYTUX MNPU3HAKOB TUIEPUYBCTBUTEIHHOCTH MPUMEHEHHE

JICKApCTBCHHOTO ITpCIriapara HGOGXOI[I/IMO HCMCIJICHHO NMPCKPATUTD.

[Ipu nmponomxutensHoM sedeHun (Oosee 10 nHEH) pekoMeHayeTcs MPOBECTH JabOpaTOPHBIMA

KOHTPOJIb COICPIKAHUS JIEHKOIIUTOB U TPOMOOITUTOB.

BcnoMorarenbHEBIC BEIIECTBA

[Ipenapar HWunomeranun  Codapma COAEPKUT AUMETHICYIb(POKCUA, KOTOPBIH MOXKET
pasapakaTh KOXY.
[Ipenapar Manomeraniua Codapma COAEPKHUT JIAHOIMH, KOTOPBIM MOJKET BBI3BIBATH MECTHBIC

KOKHBIE peakliK (HapuMep, KOHTAKTHBIN 1IepMaTUT).

eTu
OddexTuBHOCTF M 0€30MaCHOCTh TMpemapaTa Mg JIeTed W MOAPOCTKOB a0 14 ner He

YCTaHOBJICHEI.

4.5. B3aumopneiicTBMe ¢ JPYrHMHM JIEKAPCTBEHHBbIMM IpenaparamMd M JApyrue BHIbI
B3aUMOJAeHCTBUSA
BBaHMOHeﬁCTBHH HHIAOMCTAlMHA C APYI'UMHU JICKAPCTBCHHBIMU IIpCIIapaTaMu HEC Ha6m0;[an1/105

Ipru MCCTHOM IIPUMCHCHUU.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTb U JAKTALMS

bepemennoctb
[Ipenapar Uunomerara Codapma NpoTUBONOKA3aH BO BpeMst OepeMeHHOCTH (cM. pasnen 4.3).

Jlakranus
[Tpenapar Uugomeranma Codapma mpoTHBOIIOKa3aH B MEPHUOJ] TPYIHOTO BCKAPMIIMBAHUS (CM.

paznen 4.3).

4.7. BausiHMe HA CMOCOOHOCTH YNPaBJATH TPAHCMOPTHBIMH CpeICTBAMHM M padoTrarb C
MeXaHHu3MaMH

Hert naHHBIX 0 HapyIIEHUU CIIOCOOHOCTH YNPABIATH TPAHCIIOPTHBIMU CPEACTBAMH M 3aHUMAThCS
ApyrumMu  MOTCHHUAJIBHO OINACHBIMU  BUJaMH  JCATCIIBHOCTH, TpGGyIOH_II/IMI/I 6I>ICTpOTBI

IICUXOMOTOPHBIX peaKuHﬁ 1 TIOBBIIIICHHOM KOHLOCHTpAallu BHUMaHUAA.

4.8. HexenarenabHble peakuuu

PesroMe HexxenaTeabHbIX peaKIIui
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UactoTa BO3HUKHOBEHHUS HEXKENATEIbHBIX pPEaKIUil ompefelieHa B COOTBETCTBHH C
knaccudukanueir BecemupHoit opranmzarnuu 3apaBooxpanenus (BO3): odenp wacto (> 1/10),
gacto (> 1/100, HO < 1/10), HewacTo (> 1/1000, Ho < 1/100), peaxo (> 1/10000, HO < 1/1000),
oueHb peako (< 1/10000), yacTora HeusBecTHa (HA OCHOBAaHWW HMMEIOIIUXCS JAHHBIX OIICHUTH

HEBO3MOIKHO).

Hapywenus co cmoponsl uMMyHHOU cucmembl:

B OTACJIbHBIX CIIYyUadX MOKCT pa3BUTLCA aHFI/IOHGBpOTI/I‘-IGCKI/Iﬁ OTCK U OJbIIIKA.

Kenyoouno-Kuuieynvie HapyuleHus:
[lpr mpuMeHeHUM Ha OOJBIIONW TUIOMAAN TOBEPXHOCTH KOXKHM MOTYT HACTYIUTH CHUCTEMHBIC
peaKIi, B OCHOBHOM KENyJOYHO-KUIIICYHbIE HapyIICHUs (OTCYTCTBHE aIllleTHTa, TOIIHOTA,

pBOTa, Tuapes, 00Jb B )KUBOTE, KPOBOTEUECHUS  YIIbLIEPALIUH).

Hapywenus co cmopoHbl Kodcu 1 NOOKONHCHBIX MKAHEU:

NHorna MoXeT BO3HUKHYTH 3y M TUIEPEMHUS KOXKH, KKEHHUE, Chlllb, MICTYIIEHUE, CYXOCTh
KOXH.

Penxo pazBuBaeTcs 10KaJbHbBINM OTEK U BE3UKYJIE3HAS ChIIIb.

B enquHu4HBIX cydasx — 000CTpeHHe mcoprasa.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0maTh 0 T0J03peBacMbIX HEXKENATEIFHBIX PEAKIHAX MOCIIe PETHUCTPAIUY Mperapara
C 1[enplo OO0EeCHeYeHUs HENpPEepPhIBHOTO MOHUTOPUHTA COOTHOIIGHUS «IOJIb3a — PHCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCsl COOOIIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEXKEIATENbHBIX PEaKIUAX JEKApCTBEHHOTO Iperapara depe3 HaIllMOHAIbHBIC
CHCTEMBI COOOILICHHS O HEXKeNaTeJIbHBIX pPEaKUUAX ToCylapcTB — UIeHOB EBpaszuiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccuiickaa @eoepayus

®denepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUS
109012, r. Mocksa, CraBsiHCKast miiomiaib, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03,

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

wii npr@roszdravnadzor.gov.ru

Caiit: https://roszdravnadzor.gov.ru

Pecnyonuxa Apmernus

I'HKO «lleHTp sKCIepTU3bl JEKAPCTB U MEIUIIUHCKUX TEXHOJIOTHUI»
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: +374-10-20-05-05, +374-96-22-05-05

On. mourta: vigilance@pharm.am

WNuTtepuer-caitT: http://www.pharm.am
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Pecnybnuxa benapyco

MunucrepctBo 3apaBooxpaHeHusi Pecnyonmuku benapyck, PecmyOnmkanckoe YHuUTapHOe
[Ipennpustue «l{entp Oxcneptu3 u UcnbiTanuii B 31paBOOXpaHEHUN)

220037, r. MuHck, nep. ToBapuieckuii, 2a

Tenedon/dakc: +375 (17) 242 00 29

DnekTpoHHas nmoyrta: repl@rceth.by

Caiit: www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMUHCKUAX
u3nenuit» Komutera MemumumHCKOro M (apMaleBTUYECKOro KOHTpoJsii MuHucTepcTBa
3npaBooxpanenus Pecy6nuku Kazaxcran

010000, r. Acrana, paiion baiikonslp, ya. A. UmanoBa, 13, BIL «Hypcayner 2»

Enunsrii call-center: +7 (7172) 235 135

OnektponHas noura: farm@dari.kz, pdlc@dari.kz

Caiit: www.ndda.kz

Kwuipevizckaa Pecnybauka

JlemapraMeHT JE€KApCTBEHHBIX CPEACTB M MEIULMHCKUX U3Aenud Inpu MuHHCTEpCTBE
3npaBooxpanenus Keipreickoi PecryOnmmnku

720044, r. buikek, yiu. 3-g Jlunus, 25

Tenedon: + 996-312-21-92-86

Tenedon «["opstueit muanmy»: (0800) 800-26-26

Tenepon «Egunoro oxnay: 21-92-78

®akc: 21-05-08

OnextponHas noyra: dlsmi@pharm.kg

Caiit: http://www.dlsmi.kg

4.9. Ilepeno3upoBka

CuMnOTOMBI

SBnenus nepeno3upoBku (B ocHOBHOM co cTopoHsl JKKT) Moryt Habmogarbes O4eHb pPeiko,
TOJIBKO IPH JUINTEIIbHOM IPUMEHEHUN Ha OOJIbIION IIOIIAN TOBEPXHOCTH KOXKHU.

[Tpu HenpeaHaMepEeHHOM ITpHEME BHYTPb HAOJIIOJA0TCS HOKEHUE CIM3UCTON 000JI0UKHU MOJIOCTH

pTa, CJIFOHOOTACIICHUC, TOIIHOTA, PBOTA.

Jleuenue
[Ipy npweme BHYTpb — NIPOMBIBAHHME IIOJOCTH PTa M JKEIyAKa, NPH HEOOXOIUMOCTH —

CHUMIITOMAaTHYCCKOC JICUCHUC.

5. ®APMAKOJIOITMYECKHUE CBOMCTBA

5.1. ®apmakoamHamMuYecKHe CBOICTBa


mailto:farm@dari.kz
mailto:pdlc@dari.kz
http://www.ndda.kz/
mailto:dlsmi@pharm.kg
http://www.dlsmi.kg/

COOTBETCTBYET ZKCNEPTHOMY OTUYETY
o1 13.01.2025 N= 306

(MOCNEOOBATENEHOCTE 0011)

®apMakoTepaneBTUUYECKas TPpyIa: Mpenaparsl A HaApYKHOTO IPUMEHEHHUS IPU MBIIIEYHBIX U
CYCTaBHBIX O0OJISIX; HECTEpOMJIHbIE IPOTUBOBOCHAIUTENbHBIE NperapaTbl A HapyKHOTO
MIPUMEHEHUS.

Kon ATX: M02AA23

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O hEKThI

Oxa3plBaeT MPOTUBOBOCHAIUTENBHOE, AHAIbIE3UPYIOIIEe, MPOTUBOOTEYHOE  JICHCTBHE,
CBS3aHHOE C  HECEJIEKTHMBHBIM  HMHTHOMpOBaHWEM  muKiIookcurenasel-1  (LHOI-1) wu
nukiookcurenaspl-2 (L{OI'-2), perynupyromux CUHTE3 TPOBOCHAINTENBHBIX TPOCTArJIaHANHOB.
VYcrpanser 005ib, yMEHBIIAET OTEK, HSPUTEMY, YTPEHHIOO CKOBAaHHOCTb M MPHITYXJOCTb

CyCTaBOB, CIIOCOOCTBYET YBEIIMUECHUIO O0BheMa JBHUKEHU.

5.2. ®dapmakoKMHeTHYECKHE CBOWCTBA

BcacreiBaeTcs UCpe3 KOXKY, HAKAIIMBACTCAd B MOAJICKAIIHNX TKAaHAX, B CyCTaBaXx HU B
CHHOBHAJILHOU KHUJIKOCTU B TCPAINICBTUYCCKUX KOHICHTPALIUAX.

BreiBonuTes moukamu B BHJI€ METaOOIHMTOB U B HE3HAYUTEIbHOM KOJIMYECTBE B HEH3MEHEHHOM

BHUJEC, a TAKIKC YaCTUYHO 4Y€PE3 }KCJ'Iy,I[OLIHO-KI/II_HC‘IHHﬁ TPaKT.

6. ®APMAINEBTUYECKHE CBOHCTBA
6.1. IlepeueHb BCIOMOraTebHBIX BelIECTB
Jlanonuu

Bazenun

JumeTtuncynbhoKrcua

Bock muenuHbIi KenThIid

Kpemuust 1MOKCH KOJITTOWAHBII

JlaBaH Bl Macio

6.2. HecoBMeCcTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)
3 rona.

Ilocye 11epBoro BCKPBITUS

CpoK TOAHOCTH MOCIIE MEPBOTO BCKPBITHS TYObI: 6 MeCSIIEB.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPaHEHUH

[Ipu remneparype He Bbie 25 °C.

6.5. Xapakrep u conep:kaHNe NEPBUYHON YIIAKOBKH
[To 40 r ma3u B amroMuHHEBBIE TYOBI. Kakayro TyOy BMECTE ¢ TMCTKOM-BKJIQIBIIIEM TTOMEIIAIOT

B KAPTOHHYIO TAuKy.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH NPHM  YHUYTOXKEHMH  HCIOJIb30BAHHOTO
JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TOCJde NPHMEHEHUs!

JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuIMyJsiiiU ¢ NpenapaToM
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Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

bonrapus

CODAPMA AO

Nnuenckoe mocce 16, Codus 1220, bonrapus

16 Iliensko Shosse Str., Sofia 1220, Bulgaria

Tenedon: +359 2 81 34 200

@axc: +359 2 936 02 86

DnekTpoHHas rmovra: mail@sopharma.bg

7.1. IlpencraBuTe/ib Jep:KaTejid PEerucTPANMOHHOIO YAOCTOBEPEHUSI HA TEePPUTOPUM
Comoza

IIperen3uun norpeduTeel HANPABIATS 10 AJIPECY:

Poccuiickasa ®@eoepayus

000 «Codapma Pyc»

127030, r. Mocksa, BH.Tep.T. M.0. TBepckoii, yin. HoBocnobonckas, 1. 31, ctp. 4
Tenedon: +7 (495) 127 1011

DnekTpoHHas rnoyra: info@sopharmagroup.ru

Pecnyonuxa Apmernus

IIpencraBurensctBo AO «Codapmay B ['py3un u Apmenun
0194, 27r, yn. Anama Munkesuua, Tomucu, ['py3us
Tenedon: +995 32 291 36 21

Mo6.: +995 577 52 31 00

OnekTpoHHas mouta: info@sopharmagroup.ru

Pecnybnuxa benapyco

[TpencraButensctBo AO Codapma (Pecrrybnuka bonrapust) B Pecriyosnke benapychb
r. Munck, 220005, np-t [Tobenureneit, 7a, opuc 33

Tenedon/®Paxc: +375 17 242-82-92

DnekTpoHHas rnoyra: info@sopharmagroup.ru

Pecnybnuxa Kasaxcman u Keipevisckaa Pecnyoauxa

«Cotapma Kazaxcran» ToBapuinecTBO ¢ OrpaHMYEHHOH OTBETCTBEHHOCTHIO B T. AJIMATHI,
Ka3axcran

050046, r. Anmartsr, yi. Eruz6aesa 3, kopryc 9, oduc 298

Tenedon: +7 (727) 325 70 00

DOnekTpoHHas mouta: info@sopharmagroup.ru

8. HOMEP PETHCTPAIIMOHHOI'O YJOCTOBEPEHMUS
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9. JIATA HEPBHYHOII PETUCTPAIIMU (MOATBEPKJIEHMSI PETUCTPALIAMN,
MEPEPETMCTPALIMN)

JlaTa nmepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepucTUKa JieKapcTBeHHOro mnpenapara Mumomeramun Codapma jgoctynHa Ha
MH(POPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHUYECKOIO co3a B HH(GOPMAIMOHHO-

KOMMYHHUKaIMoHHOM cetu «HTepHeT» http://eec.eaeunion.org/
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