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(Degepalbnafl, cnyx6a ro HaA3opy B cQepe 3ApaBOOXpaHeHilfl B paMKax

6esouacHocrr{ neKapcrBeHHbrxplcrroJrHeHv r rocyAapcrBeHHofi Qynrqur{ rro MoHr{Topr{Hry
rpe[aparoB, HaxoAqtlluxcs. B o6paqeuuu Ha reppr{ropr,ru Poccraficrofi @e4epaqun,
coo6ilIaer cneAyroqee.

Pocs4panHaA3op AoBoAktr Ao cBeAeHHr cneqr4€urr4croB 3ApaBooxpaHeHrrr rrr4cbMo
OOO <366orr Jle6oparopl{3)) o HoBbrx AaHHbrx tro 6esouacHocrlr neKapcrBeHHoro
rperapara .{punraH (MHH: Oxcu6yruunn), ra6lerru 5 ur (6nncrep) 30 x ll2 (ropo6xa
raprouuar), rrporr3BoAcrBa
yAocroBepeHlre lI N0 1467 l l0I

<PeczQapvr @oureH>>, @paHqux, (perucrparlr4oHHoe
or 15.12.2008).

3K3.

M.A. Mypaumo



OOO <366orr fle6oparopus>

Poccraicxan Oe4epaqran 1 2517 1,
r. Mocxea, Jlexuxrpagcroe
urocce 16, crpoexue 1

Eurxec qeHrp (MerpononucD

I{g}reHenus 3arparr{Buuor cJreAyrouue pa3Aenbr
npe[apaTa Ars MeAr{TIHHCKOTo [pHMeHeHr{t
,<ypc us$brJn rap ufumoJil):

+7 (495) 258 42 80
+7 (495) 258 42 81

r.rHcTpyKrllrlr no npHMeHeHr.rIo JIeKapcTBeHHOTO

(Honrre AaHHbIe BbIAeJIeHbI nonyJtcupHbltr

Ten.:
OaKc:

CneqnalucraM 3ApaBooxpaHenuq

.{ara: 05 sexa6ps 2013 r.

Re: llslrenenns nn$opnraqrn no 6esonacHocrrr rpenapara Apnnran@ (orcn6yrnnun)
TabnerKrr 5 ur, [porr3BoAcrBa PecH$apM OoHrcH, Opanurrr.

Ynaxaemrre cneqrraJrncrbr 3ApaBooxpaneHrrfl !

KoMuatrns OOO <366orr Jls6oparopn3)) cBr.rAerenbcrByer BaM cBoe noqreHue z uuQopvnpyer
o HoBbD( AaHHbD( IIo 6e3orlacHocrlr npenapara .[puuran@ (orcn6yrnnuH) ra6nerxlr 5 ur,
npol{3BoAcrBa PecuQapl,r Ooutgn, Opanqu.g Ha ocHoBanr{n r,r3MeHeHr{ft, yrBepxAeHHbD(
MuuucrepcrBoM 3gpanooxpilreHu Poccnficxofi rbeaepauuu (perueuue o BHeceHuu u3ueHenufi
B AoKyMeHTbI, coAepxauuecr B perucrpaq[oHHoM Aocbe Ha 3aper]rcrpr{poBaHHufi npenapar
ArIt MeAHrrLrHcKoro rpnMeHeHus l.lb20-3 -4 3 69 60 MWVI3M or 23 . | 0.20 | 3).

@a puaxo.norurrecKrre cBofi crBa
(Dapuaxodmmnuxa

Oxctr6yrunuH oKa3brBaer c[a:]MoJrr{TnqecKoe Aeficrnue Ha anadxotauureqHbte sonoKHa
dempytopa, a raKx(e arrrHxoJruHeprnrrecKoe Aeficrsue, 6norupyr Aeficrslle aqerllJrxonl4Ha Ha

M-xonlrnopeqerrropbr HraAKux Mbrrxq. ,{anHue cBoficrBa c[oco6crByror paccra6leHnro
Aerpy3opa MoqeBoro ny3brpr. V na4ueumor c Hecmaduttuoil Qynx4uefi ,to.te6ozo nysbrpn
npenapam ysaruqusaem o6aen fito.teeozo ny3brpn u yrveHbtaaem .tacmomy cnoHmaHHbtx
co Kp at4eHuil d empytop a,

@apuaxoxuuemuxa
flpu npueue Buyrpb orcu6yrunun 6rrcrpo a6cop6upyercr B xenyAorrno-KurrequoM rpaKTe -
MaKcI,IMiIJIbHtur KoHrleHTparlfis (Cmax) B nJra3Me Aocrr4raercs, ileHee qeJjt qepn I uac, a 3omeil
cwltt caemcn deyxQazHo c rrcpvoAoM noJryBbrBeAeHrdr 2-3 ,taca. Maxcunatttuttfi eQQexm
uadnndaemct 6 meqeHue 3-4 .t, ocmamoqnoe deficmsue Moatcem coxpaHnmrcn 6onee l0 rt.

Paenoeecnan Konqenmpaqun docmuzaemcn qepq I dnefr nepopuhnozo npueJira npenapama.
V noucuttwx naquewmoe, eedyt4ux aKmuo+btrt o6pa3 )rctr3Htr, oxcufymuvu+, no-cndttnomy,
He HAKAnJrUsAemCfl, U e^O QApMAXOXUHqmUKA He OmnUqhemcn Om mArQSOil y OCmAAbHbTX

ffipoarwx naque*moe. Odnaxo y ocnadneHubrx naqueHmoo noilcunozo sogpacma 3Haqenun
Cmax u AUC (wto4adt nod xpueoil <xon4enmpaqun-6perinD) suaquJito yeenu*usaromcn.
OxudymunuH uwmeHcueHo nemafionuzupyemcn 6 neqeHu, I nepsyK, ouepedt c noJvot4bu,

Qepmenmos cucmeMbt qumoxpoJna P450, 6 qacmHocmu CYP3A4, Komopbrfr codepucumcn e
ocnoSnoil 6 neqetu u cmeHKox KuureqHuKal nemafionumu maKilce oflnadanm M-
xonunofinonupynt4uJjr dertcmeueu, Ocnoeuort nymo nbtsedeHun qep* noqKu. Tontxo 0,3-
01496 neusneuewnozo npenapama onpedennemct a rno.te Kpbrc qep6 24 " u 1% - 6 Jvtoqe y
co6ax qepn 48 q. CnedooamenbHo, y Kpbrc u co6ax oxcudymuHuH npaKmu.tecKu nonHocmbK)
Mema6onusupyemcn.

Fl Abbott
H A Promise for Life



+7 (495) 258 42 80
+7 (495) 258 42 a1

ffoxaranns K npnMerreHrrro
Bgpocaute
- He'qepxaHue MoIIlI, HeOTJIOXHbIe no3hIBhI K Moqeac[ycKaHllrc u yqarleHHOe MorlenClycgagge,
cBt3{uIHbIe c necra6raJlbHocrblo QyHTIIuH MoqeBoro rry3brpr, sogunrruefi nu6o n p"syrr"tur"paccrpofictr nefiporenHoro xapaKrepa (zuneppeQneKcuu dempyzopa) npu maKux
tafioneeanunx KaK paccennHbtrt cwrepoz u spini bi6do, rtlr6o ncnea".""" r{aronarfiqecKgx
HapymeHnfi Qygrrluu Aerpy3opa (momopnoe HeomnoilcHoe nedepucanue nou u).
- ?unepaKmuofuocmb Jnoqesozo nysbtpn, eos$uKarculan nocne xupypeuqecxofi onepaquu Ha
JltoqesoJn nySbtpe utu npedcmamenbHofi ucaneze, unu npu conymcmsyrouleil qucmume.
,llemu cmootae 5 nem
- nedepucanue Jvto.tu, Heomnocrcubte noibtnb:" K Mo.teucnycqagurc u y.tat4enHoe
JwoqeucnycKailue, cSnSaflHbte c uecma6wtbnocmbrc fiynx4uu Jwoqeeo?o nysbrpn, eotnuxtuefi
nu6o 6 p8ynbmame uduonamurtecxofi zunepaKmuBHocmu Jnoqeoozo ny1brpn uilu
ducQynxquu Moqesozo nysbrpn aefipozennozo xopaKmepa (zunepaKmusnocmo dempyzopa);
- no"noil ?Hypn, censaauotil c ?unepaKmusHocmbu) dempytopa, I coqemaquu c
uetwed uxa*tenmosHbmu memodatuu np u neeQQexmunuocmu dpyzofi mepan uu.

rlporunonoxa3aHrrfl
- ruuepqyBcrBl{TeJlbHocrb K ar(muswor}ly 6et4ecmsy unu K ntoflomy u3 ncnonozamarbubtx
6eu1ecm6;
- MUaCTeHT{r;

- 3aKpbrroyroJrbHElr rnayKoMa taru JnanKan nepednnn KaJwepa ena3a;
- naqueHmb, c zunepmepnueil uJru 6 yaronunx ebrcoxort metunepamypbt oKpycrcanulefi cpedot
u3-Ja pucKa putoumun mennooozo ydapa;
- AerI{ Ao 5 ler I csnsu c nedocmamoq\ocmbn dauuux no tbQexmus\ocmu u
6esonacnocmu;
- ttWueilue Qynxqau nut4eeodar B moJw quane epbrilca nuuqeeodnoeo omnepcmufl
duaQpaant;
'Qynx4uoAonbHafl unu opzaHuqecKan o6crpyruur xenyAoqno-KnrreqHoro rpaKTa (XKT), a
moJn qucne nunopocmeHos, napanETHtrecKUr KrtureqHilg He[poxoAHMOCTb, ATOHLL',. KI,IUeqHnKa;
- Haru'tue wreocmoilbt, KonocmoJ|tbr,ToKcrrqecKoro pacmupeHus o6oAoqnofi rrurrn
(nez axonon), mnucenozo sgBennoro KonHTa;
- unQpaeezuKonbHan o6cmpyx4un Jnoqenozo nyzbtpt, npu Komopofr zadepucxa Jnoqu J|torrcem
6umo 6u36aHa I m..t. eunepmpofuuert npedcmamenouofi arcennbr;
- fleprroA zpyd nozo ncKapilJtusaHufl .

B cnssu c reM, rrro upenapar coAepxlr JraKTo3y, .{pnnrau@ [por]rBorroKa3aH rtpu Bpox.qeHHofi
ruIJIaKTo3eMnu, DIIoKo3o-FiIJIaKTosHofi r,ranra6cop6quu, geQuqure JraKTa3br, Henepeuoctuilocmu
20naKmo3br.

C ocropoxnocrbro
- nl{qa floxl{Jloro Bo3pacra B cBs3r,r c reM, qro our{ Moryr 6rrrr 6onee rryBcrBlrreJrbHbr K
Aefictnurc npe[apara (un. pasden <Cnoco6 npuJtileHeuun u dozot>);
- rlaroJror[r Bererarr{nHofi Hepnnofi cucreurr;
- Tsxerbre :a6olenanu_[ XKT:

OOO <366orr lle6oparopus>

Poccricran OeAepaqui 12517 1,
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Poccnficran Oe4epaqrn 125'171,
r. MocKBa, flexuxrpa4croe
ujocce 16, crpoeHu€ I
6r3xec qeHTp (MerpononlcD

Ten.: +7(495)2584280
oaKc: +7 (495) 258 42 81

- neqefuoqfuAn UJru noqeqHafl Hedocmamo.rHocmb;
- qepe6poBacKyJrrpHbre paccrpoficrBa;
- AerI'I craplue 5 ler B cBt3lr c reM, rrro oHH MoryT 6rrru 6olee qyBcrBureJlbHbr K AeficrBr.trc
npelapara' ocode$Ho I omrtotueuuu pasnumun noflo.tubrx ?QfreKmoo co cmopoubt Hepsnofi
cucmerab, u HapyweLuil ncuxuKu;
- 6epeueuHocrb (cn. pailen (ffpr&teHeHue npu flepeneuuocmu u s nepuod zpydHozo
scKapJlrJtusaHunrr).
flocne Ha3HaqeHI{s oKcI{6yrI4HI{Ha Moryr ycunuBarrcr cr.rMnroMbr rrrrreprr{peo3a, ga6oreaaunfi
KopoHapHbD( cocyAoB, sacmofiuotl cepAeqHofi HeAocraroqHocrr4, zunepmeHluu, rr4rreprpo$m,r
npeAcrarenbHofi xeJre3br, a raKxe HapyrueHnfi cepdeuuozo pvffMa, rrxr{KapArrr.
Cnedyem coflnndamb ocmoponcHocmb npu npuave oKcufiymuHaHa naqueHmuv c
nop$upuefi, nocKonbtg) 6 ucnbrmaHunx Ha t cueomuotx u in vitro npenapam abBaoJ,
y s anuqeil ue c unmes a nop Q up unozefuo s.

.{nureluroe Ha3Haqeuue oxcu6yr:anv*a Mo)r(er cnoco6crsoBarb pa3Bldrl,rp Kaprleca 3a crrer
yMeHbIueHHfl. trJru nodaeneaua npoAyKrlr{u cJrK)Hbr. IIpu dnumenbHoJ}r npueJwe npenapama
neo 6md utto p ezynnp Hoe HafJtn A eH ue y cmoJnamonoza.

Ilpnnrenenne npn 6epeueHHocrn rr B neprroA rpyAHoro BcKapMJrrrBaHrq
EeDeneunocmo
Eeconacaocmb npuJtteHevun oxcufymuHuHa so npeJnn flepenennocmu He ycmauonneHa,
Ilccledoeauue Ha xrcucom*bw noKa3alro, .tmo npuJvteHeHue npenapama e dozax,
oKo:tbraant4ux moKcuqecKoe deficmeue Ha mamepuncxufr opzowu3.rri, abr3unaem
penpodyxmasnyro moKcu.tHocmt. Heodxodwwo us6ezamo npuileweuun npenapama eo npeJnn

depetwennocmu, ga ucKnurqenueM uryqaes, xozda 6onee fiezonacnan urbmepuamusa
omcymcmByem.
If ep uod znvduozo ccxaotwtucanun
B uccnedooaHunx Ha )tcunomHwx ycmaHooneHo, qmo oKcufiymuuuu o6aapyueunaemcn I
zpylnom JnonoKe. CoomcemcmseHHo, npenapam He donucen nprunteHnmbcn e nepuod
zpy d nozo sc KapmJtuo aH un.

Cnoco6 npnMeneHlrfl rr Ao3br
Bnyrpr (nepopamyo). TadnemKy.tutoltcHo pazdenuma na dee paoHue .tacmu.
Bspocnarc
O6rr.IHac ,qo3a npenapara cocrilBJrrer no 5 Mr 2-3 pa::ia B cyrKr,r. llpr.r neo6xo.[r4Mocrr,r
Bo3MoxHo yBeruurTb Ao3y Ao 5 rtar 4 paza B c)ruKr{, danuqyn ydosnemnopumurbubril
KnuHu.tecKufi pezynamam npu xopouefi nepenocuraocmu.
IIoucunarc nauueumut
Y naunenroB no)KlrJloro Bo3pacra rrepproA nonyBbrBeAeHus Mox(er 6rrrr yBeJruqeH, rro3ToMy
Harr:UIbHEUI Aoqa no 2,5 rrar 2 pa3a B cyrKlr, KaK npacuJro, docmamovua, ocodeano y
ocaafineunbtx na4ueHmoe. IIpu yarcsuu xopouert nepeHocutrocmu, doca iloncem 6umt
ysenu.teHa,qo 5 ur 2 paza B cyrKlr.
Ilemu (cmaowe 5 nem)
IIpu uecmaduntuoit Qynx4uu Jtnoqeooeo ny3btpn: o6sr.rHas Ao3a npe[apara cocraBreer 2,5 ur
2 pasa B cyrKu. ,{nn docmuxtcevun KnuHuqecKozo omcema dozy noucuo ysanuqumt do 5 *tz 2-
3 pon e q)mKu npu xopoueil nepeuocuJwocmu.
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rro"nofi ?Hyp6: no 2rs Mz 2 pala s cymKu. [.nn docmuvrcenun r(JrunuqecKozo omsema dosy
Jtro"cfuo ysenu"umt do 5 Jnz 2-3 poia c cymKu npu yatosuu xoporaefi nepenocuJrrocmu
Ifoarcdnrcrc lozy Heotxodrano npuHuJwamb Ha Houb.
,Aemu (do 5 neml
IlPuuenenue npenapama t\punmat@ y demeil do 5 nem npomusonoKosaHo (cn. patdut
(npomusonoKuta*unD).

Ilo6oqnrre esQercrrr
Hapyweuun co cmopoHat ucenydovHo-KuuteuHozo mpaKma: ToruHora, 3a[op, cyxocrb Bo pry,
d uxomQ op m B rrc u8 o me, A'rapes., pBora, z ac mp o es o e az e an t u ofi p e en n xc.
Hapyweutn co cmopoHbt o1MeHa set4ecms u numaHun: cuuurceHue annemumo.
Hapyweutn co cmopoHat uepeuoil cucmeJilbr: ronoBHar 6om, ronoBoKpyxeHr{e, couJrrrBocrl,
cyAoporr.
Hapyweuun ncuJcuKu: Bo36yxAeHr.re, rurJrJrK)ur,IHarIHn, Hottubre Kotuntapbt, KozHumucHbrc
Hapyweilun (cnyrarrHocrb co3HaHut, dezopuenmaqun, flecnoxortcmeo, denupufi, napanofin).
Hapywenun co cmopoHu cepd4a: maxuxapdun, apu.rMtrs.
Hapyweuun co cmopoHbt opzaHa 3peHun: HeqemKocmb speHun, Mr,rApHa3, nonbrtaeuue
8 Hy mp uzna:t n o z o d a an e a u8, 3 aKp btmoy ? on b H an ?r ay Korr a, cy xo c m b at a3 .

Hapyweuun co cmopoHbt noqeK u t4otteBu6odn4ux nymeil: paccmpoficmco u zadepucxa
MOtIeUCIIyCKturn.ff.

Hapyutenun co cmopoHar cocydoe : (npunusbtD Kpoeu (6onee nbtpaJrceuo y demert).
Hapyweuun co cmopoHbt KoJtcu u nodxocrcuwx mrcaueti; cyxocrb Koxr{, aJu.epzuqecKue
peaK4uu e eade cbtnu, KpanusHu4bt, aHzuoHespomuqecKozo omeKa u Qomoceucuhunuta4uu.

Ilepe4ourponrca
Cunnmotutt nepednuposKu oxcu6ymaHuuoJ|r nocmeneuHo Hapacmanm om ycuJreHun
o6twnotx no6o,tuttx tfiQexmoe co cmopouot IIHC (om flecnoxoilcmea u srvoquoHurbHozo
eozfyucdeuua do ncuxomuqecKozo noaedeaun), qr{pKyrrrropnbx HapyrreHuit (<nputueu>
Kpoou, rIaAeHI4e aprepltarlbHoro AaBJreHr{r, HeAocraroqHocrr rponoo6panleH[.f, u r.g.) do
d otxamen t u o rt u e d o c ma m o q H o c m u, raparuca n K oM br.
Jle.reHne npu uepeAo3upoBKe cuilnmon amuqecKoe:

l. Herrae4neHHoe npoMbrBaHue xeJryAKa.
2. B utytae pa3BLITLIfi yrpoxiuouero xr{3Hr{ aHTr{xoJrr.rHeprrrecKoro c}rHApoMa Bo3MoxHo

npnMeHeHne Heocrr,rruuna ( un u e uz uo c muzn una).

Branuogeficrsne c Apyr[Mrr JreKapcrBeHHbrMlr npe[aparaMu
Heoflxoduno coLnndamb ocmopolrcHocmb npu npuMeHeHuu fipunmana c dpyztuttu
aHmuxoJruHepzurtecKurtu npenopamuttu u3ia eo3JfiolrcHozo vcuJre$ufl
aHmuxon uuepz uqec Koeo de ilcme un.
Irnenmcn coo6t4euua o pedxux aryqanx ezautwodeficmoufl nercdy aumuxonuHepzuqecKut1u
npenapamaJuu u QenomuasuuaJuu, atwanmaduaotn, 6ymupoQenoHoJtttt, neeodonoil,
npenapamoJnu HanepcmnnKu u mpuquKnuqecKuJuu aumudenpeccaHmarjtu. Cnedyem
cofinodamb ocmopotcHocmb npu odaoepeneanon nptaveueHui gpunmana c ?muJ|ru
npenapamoJrru
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Poccuicrar <Degepaqun 1ZS1Z'1,
r. MocKBa, IlexnxrpaAcxoe
ujocce 16, crpoexlre 1

6u3Hec qexTp (MerpononltcD

Ten.: +7(495)2584280
OaKc: +7 (495) 258 42 81

flpenapar Moxer oKa3blBarb BJtHtHHe Ha a6cop6qtrro Apyrnx neKapcrBeHnbrx cpeAcrB, cHlrxuur
MoropuKy XKT.

Bnnffrne Ha cnoco6nocrb K ynpaBJrenrrrc aBToMo6urepr rr ApyrnMrr Mexagrf3MaMn
flpenapar Moxer BbBBarb coHJIIrBocrb unv HerrerKocrb 3peHr{r. Ifaqueuman arcdyem
sndeprtcambcn om ynpacneHan a6moJwo6wra,t uJru dpyzunu rrexa1u3Jjtartu, Ja
uc'anK"teEueilt aryqaee, xoeda ux Qrcuuecxue uyJvcmoeqHbre cnocofinocmu He ututeuuJrucb.

B clyuae Bo3HI{KHoBeHI{t BonpocoB, Kacarouluxcr reMbr AarrHofo [ficbMa ]rJrr,r ,,pr{MeHeH,nt
[penapara flpunman@ (orccu6ymuuuu), a raK ]r(e coo6rqeHur o HexeJrarenbHbx sB1re1fltx,
BbUIBJIeHHbD( y IIaqrIeHToB' noJlyqaBrrrtlx [pe[apar tqpunmau@ (oxcu6ymuuuu), upocgM Bac
HanpaBJrrrb r{x B KoMnaHHro ooo (3660m Jle60paropr.r3) rro cJreAyroqeMy a.Apecy:

l25l7l, r.Mocxna, JleHuHrpagcKoe uocce l6a, crpoenne l,
Burnec rleHrp <<Merpouomrc>
Tere$ou: +7 4952584280
Oaxc: +7 495 258 42 8l
Email : abbott-russia@abbott.com

,{onoluureJlbHo' ueo6xoAzuo HarlpaBJrfltr coo6uleHnff o no6o.rnrrx geficrnnrx, B ToM rrucJre
no6oqHbD( .ueficrBu.flx, He yKa3aHHbrx B r{HcrpyKrlurx no [puMeHeH'ro neKapcrBeHHbx
[penapaToB' o cepbe3Hblx HexeJIaTeJIbHbIx peaKIII,If,x, Ilpl{Be.qrunx r( cMepTH, BpoxAeHHbIM
aHoMiIJII{tM HJIH [opoKaM pa3BI{THs, nu6o npe.qcraBJrtroulrx co6oft yrpo3y xr.r3Hr.r, ipe6yroqux
roc[I{TturH3arII{H IIJrI{ [pl{BeAruefi x crofirofi yrpare rpyAocnoco6nocrr.r u (unu)"""-"4"o"t";o HerIpeABUAeHHbx HexenareJlbHblx peaKIII{tx, B TOM qacJle cBt3aHHbIX c [pI,IMeHeHLIeM
JleKapcrBeHHoro [penapara B coorBercrBl'Ia c HHcrpyKrluefi no npI4MeHeHUro, cyrrlHocrb 1aTtxecrb KOTOpbD( He coorBercrBoBilJru uu$oprr,raqufi o JIeKapcrBeHHOM rrpe[apare,cogepxarqeftcr B I'IHcrpyKIII'Iu no ero [pI{MeHeHHro; o6 oco6ennocrsx nsaunaogeficrBr{rr
JIeKapcrBeHHbx flpe[aparoB c ApyruMI'I JIeKapcrBeHHbIMr.r [penaparaMn, Koropbre 6nlr.r
Bbrf;BJIeHbI npll npoBeAeHI'Iu KJII'IHI,IqeCKHX l{ccneAonarufi 
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arp"r""eHrrH JreKapcrBeHHbD(npeuaparon n (De.UepalbHyro cnyx6y no HaA3opy r cQepe 3ApaBooxpageHr,r, 11o a,(pecy:

109074, r.MocKta, CrasrHcxa, [norrl44b 4, crpoeHue l,
TeneSon/@at<c: t7 499 579 0l3l
Email : pharm@roszdravnadzor.ru

C ynaxenueu,
Alercefi PsxuH

lleneaxep no QapMaroHaA3opy
Perynrropnrrfi orgea, OOO "b66om Jls6oparopus,, iil-o"t-"))
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