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. Ilpo.qyKU14g Suonoruvecxn axrhBHan Ao6aB(a ( n[ule: ( B!a TaMLTH Ho- Mr,lHepafl bHbrrr (oMnflexc Anfl xeHullrHr.
oopir?r Btiinyo(a'-Ran-cynbr no 1075 Mr; B norpe6vrenbcKori ynaxoB(e no 1-'1000 (ancyn. Pe(o[reH.qaq[ta no npui/eHeHlalo:
B3pocnbrM npllHr,lMarb BHyrpb no 1 Kancyne B,qeHb Bo BpeMs eAbr. npoAonxlirenbHocrb nprleMa - 1 MecFq. npx
reo6xoAruocrlr npuev EA,Q uoxHo noBToprlrb. nepeA npxMeHeHueM pe(oMeHAyercfl npo(oHcynbrxpoBarbcf, c BparoM.
nporl4Bonoxa3aHt,lc: r,1HA!|BxAyanbHan HenepeHocrr[rocrb r(oMnoHeHToB 6A,Q, 6epeuennocrb, xopMneH14e rpyAblo. Cpox
roAHocTl,!: 3 roAa. He nBnqeTcF ne(apcTBeHHhrM cpeAcTsoM. ycnoBl4c xpaHeHng: xpaHl,rt, B oprruHanhHorr ynaxoBKe, B

HeAocrynHoM Ans Aerei Mecre, npr reMneparype He Bbrule +25'C. ycnoBuq peanu3aLlxtl: 9epe3 anreqHyo cerb rl
cneLlLrafl!l314poBaHHbre Mara3laHbr, orAeflbr tl3roroBfleHo B coorBercrBr,rr{ Ty 10.89.19- 158-160'13430-202'1 . CocraB !,i

npuMeHeHure cMoTpelb B npl,lfl oxeHurl.
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,13roroBr,1renh: OOO <fprH CatiA)), Anraricxxri (pan, 656905, r. 6aprayn, lOxHuri npoeeA, AoM 9, crpoeH!4e H-1, oo!|c 8,
Pocclaiic(aq OeAepaquF, aApec npou3BoAcrBa: 656905, AnraricKr4i xpari, r. 6apnayn, lOxHbr, npoe3A, AoM L
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OpraHu3aqug, ynonHoMoqeHHas np!ftrr,1Marb npereH3!1x or norpe6rlTeneri: OOO (Tpt4H CaiA)), Anraic(fii xpan,656905,
r. 6apHayn, IOXHUi npoe3A, AoM 9, crpoeHfie H-1, oovc 8, Poccuic(a9 oeAepaqur, aApec npoLr3BoAcrBa: 656905,
AnraricKxi eai, r. EapHayn, [OxHbri npoe3A, AoM 9.
Per,1fi paqxoHHbrri H ovep: 1 172225024355
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fP fC O2212O11 (nuuteBar npoAyxqxF B qacTfi ee MapxupoB(rl))
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na6oparopyf, / FDA iaboratory LLC, arrecrar aKKpeAuraqxu 050/T-092, cpoKoM AericrBrn Ao 1'llO1l2o25t.3xcneprHoe
3a(nrcqeBxe: N 27-2022 or 12.04.2022, BbrAaHHoe !,icnb[arenbHori na6oparopuei OOO 30-AH-3t4 na6oparopxn / FDA

ArpeKrop SanacH lM. P.

(1 no. rrorro,rer nor o .rI ua l yno.,rHoMoqc! r,biq .. : ].
opraHa rocynapcrBa ,r.reHa F rpa r r-r i:iu rorb ' - .

xoHoMuqecI(ofo coIo3a)

{(l). IL()r

"r 000s929

€x

IIrcb)

\Ea

/
I
\_



I

)Irqf'UUhUqUL SI,SuUUqUL UT\nI'roSOI., $;'N--- \N .
(E$-1h-E3 LUCnnUSnnhu)) U4tC

(brhruuhtuqu0 Ul0ubuurqur0 hnlpl.uG ur0qrur.i-uthmmpjru0 gurqnl dun I(]!)

bu(
.I.q u3 uq ul,

uprnur4pur{ip[ qbunu\ur0 qpru0griur0

l\e AM.0 1 .06.0 '1.001. R.000075.04.2 2 IUn 21.04_2022

<u3susnF

<,ulruqusuutuut,0Fu t_

UU Sq 021/201 I "UlL4urdpbnph ujrquLr.ruqnrpturL duruhL.
UU Sq 022/201 I "Wr4uJdpEnph uthnurLlur{nndLlL UuruhlJ,
uu sq 029/201 2 'uuu4uJdpbnph hL!rlbtnrdubnh url.rquuruqnLpJrutj LrlLUhurr.r2Lbn, pnLnunrupUbn L ulbruLntnqhuquru
Jhrnqt En"

050/ T-092, dhLILL I l/01/2025 p.:

{tsUtll, rI-fU:

anl|ontflr.o3ul, du
SLonULr Curlr.ulLUU U.n.

'l

^ Un S |!:[f U]^€-qbLuurFurLu.rtturL urqLrlhrl hurtlbtnrJ' (Br.{raMrHHo-MuHeparbHr.{i KoMnleKc am xeHr4r,rHl,:
rdnnurnqLrLrrlr dLrn r0/5 ug pLu2nLl Lr.turmh6Lbn' l-1000 qLuLnfrd uqunnrlulr.uL furptpurrlnndLldp: oqLnurqnnduuJL
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PoccuicKa, Oe.aepaqIr, aApec npofi38oActBa: 656905, Arrraicxri Kpai, r. 6apHayn, lOxHbri npoe3.4, AoM g.
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lOxHbri npoe3A, AoM 9.
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(ynolHoMo,{eHHHfi opt.aH rocy,tapcTsa ,{neHa EBpatnicxoro:rKoHoMrvecI(oro corc3a)

TIPIIJIOx(EHUE
K CBrrAeTenbcTBy o rocyAapcTBerrEoi perlrcTparlrrr{ npoAyKrlt4rl

No AM.01.06.01.003.R.000075.04.22 oT 21 .04 .2022 f.
6vonoruqecxu arruaxal go6aaxa x nuqe: (Br,iraMr4HHo-uuxepahuxuri Kot\,rnnexc Anr xeHu.ll4H)r. (DopMa BHnyc(a:
Kancynu no 1075 Mr; B noTpe6xrenbcxoti ynaKoBxe no 1-'1000 (ancyn. CocraB: xanbqu, yrneK4cnHi,
Mt'ixpoKpt4crannuqec(aB qennEno3a (E460(i)) - Hocurenb, MarHl,tl yrfleMcnHi, KoMnoHeHT xancynH (nuqeBafl Ao6aB(a):
xenaruH (E441) - 3arycrurenb; xncnora acxop6raxoBae (BtaTaMt,tH c), xene3a +yMapar, Llxrpar q1aHKa, ToKoeepona
aqerar (BxraMxH E), excrpaxr aenenoro qan, BxKorrHaMuA (BtaTaMr,iH 83), 3xcrpaKT Bt,1HorpaAHbtx t(ocror]eK, py11,aH,
creapar xanbq}lF (E470) u ArroKctlA xpeMHui (E551) - areHTH aHrurcnexlBaloq}1e, y6xxuHoH, 6era-(aporr.1H,
n!rpt4Aoxct4Ha ruApoxnopl,|A (BxraMuH 86), pl4600naBraH (BuraMrH 82), xonercnbql,t+epon (BuraMuH A3), +onueBae
Kucnora (BuraMuH Bg). O6nacrb npuMeHeHt,ts: pexoMeHAyerca B (aqecirae 6uonort4!ecKu axruBHoi AobaB(x K nuu]e -
14croYHrKa nonu+eHonoB (xarexxHoB), npoaHToquaHt4AlrHoB, pyruHa, xoeHsl,l[aa Q10,6era-xaporuxa,4ononHlrenbHoro
ucroqH!4Ka xanbq[e, MarH!4q, BlraMrHa c, xene3a, qt,lHKa, B!4raMuHa E, 83, 86, 82,83, Bg. o6ecfleqxBaer opraHx3M
xeHLquHbl xu3HeHHo Heo6xoAtiMblMl, Bl4TaMrHaMr !i MxHepanaM},l, afillBx3]rpyeT o6MeH BeulecTB, cTr4Mynlpyer
xt43HeHHHe Chnbt, cnoco6crayer coxpaHeHuro Mono,qocrt4, 3aMeAneHxlo crapeHrq Koxu, noBbluJeHurc ToHyca x
SnacTLiYHOfill XOXl,l, CTl4MynupyeT 3aullrTHbre cunu opraH!43Ma, yxpenngel uMMyHr4TeT I o(a3HBaeT BbrpaxeHHoe
aHTllOKC!4AaHTHOe AeriCraUe. Pexouex4aLMri no npuMeHeHro: B3pocnHM nprlHuMarb BHyrpb no 1 Kancyne B AeHb EO
BpeMF eAH. npo.qonxhTenbHocTb npreMa - 1 uecrq. llpr,r xeo6xoAlMocrr,! npueM 6M MoxHo noBropxrb. nepeA
npxMeHeHxeM pexoMeHAyercs npo(oHcynbr!!poBarbcn c apaqo[4. flporfiBonoxa3aHur: r,!HAl4a[AyanbHa,
HenepeHocl4MocTb (ounoxexroa 6A.Q, oepeMeHHocTb, xopMneHr{e rpyAbrc. Cpol( roAHocrla: 3 roAa. He rBneerca
nexapcrBeHHblM cpegcreou. Ycnoaun xpaBeHI,in: xpaHurb B optfl'xHanbHori ynaxoBxe, B HeAocrynHoM A]n9 Aereti Mecre,
npx reMneparype He BHUe +25'C. ycnoaxs peattu3aqx{: 9epe3 anTerHyp cerb u cneLuan!t3l,rpoBaHHUe Mara3uHbt,
orAenH roproBoti cerr. ly'3roroBneHo no Ty 10.89.19-'158-16013430-2021.

Aupemo+ _ 6a!a414. P-.

(Jo-t)rirJocrb pylioBoilxre.l,I (o. u. o.)
(yao,,rHoiuogeHHor o,raqa) yno-rHolro.reuHoro
opraHa r oc)tapcrBa v.rexa Enpatticroro
3 KOH Ol\'t U 'te C l(O fO COIo3a)

CrpaHuua Ne 0002808113

l.r$-nh-r3 :
!UFolUSnrFU'
:- 00171a87 -.
k;;",

IWKAI

3
il
il

[,

[,

t'

[.:

.'i //,n a/
d

ffi



I I

b.I.CUUhUqUL SLST UUI{U\, Uf'nl'fd3nl'L

(E$-1h-E3 LUAOlUS0lhUt' UalC

(liburuhurqtu0 ulOuhuurUur0'rtmrPJu-lC tu04llltl-ulhuntpJur0 Lhruqnn uFdI0!)

< Uq.bL.I-Uo
ruprnur4pu0pfr qhrnur\urfi qptufigrlur0 d[ur;ru\tu0ft

No AM.0 1.06.0 1.003.R.000075.04.22 1nn 21.04.2022 p.
LibLuruprdJUquJL urquhq hultlbtnLf (BxraMxHHo-MuHepanhHbri KoMflreKc M, xeHulrrH); GnrtunqdLUL d[rE 1075 dq pLr.r2nq

uluJLnh6trbn' l- 1000 nluLnh6 uqurnntr.lquru $uJpbpruqnnduljp: AuLrlLuqpnplntUp' lurtghnrJh tlurnpntrurm,
dhl]nnpjnrnbtr.ujhU gbUnqnqur (E460(i)) - ttnht, Uurqutqhnruh qurnpnuuu, uluuh6h FuJrturqnhp (utth4url[rL hur(b1nLd)'
dbtur$hU (E441) - lumurgnrghl; u.ruqnnphlJurppnL ({huturdhb C), bntturph $nLJurnu(n, ghLtth ghunurm, mnqnQbnnt
ujgbuun Uhtnn dhL E), quuurl pblh dqqurdp, lrhqnLnhuuruhn (tlhmurdhti 83), luurtnqh qnnhqLbnh dq{udp, nntuhU,
l.tuJtqhnrdh uubLlnuru (E470) h urdnng uhthghnrd (E551)' hruqLuqunqht Uhtngubn, nLphfuhUnL, pbrnur-qunnuhL,
uthnh4npuhLh hh4nnptnnh4 (r.lhmu.IJiru 86), nhpn$tuJrlhu UhuLurJhU B2), funlbqutghQbnnl ({[urrurlfrlt A3), ,tnturppnL
(qhuu.rdhL B9): rihnunuurL ntnnmO' funnhnLn4 t unqnLd nnqbu Llbuuurpuuu.jquru urLluhrl hu.lqbtnLJ' qnth.lbuntLbnh
(qurubfuhLLbn), qnnLlLmngluruhnUbnh, nnrohuh, qnbuqhdh Ql0, pbum-tlurnnuhuh u.rtp,nLn, qrutqhnruh, rJLuqLbqhnLL.lh,
qhuudhu C-h, Enqurph, qhuqh, qhmu]Jhu E, 83, 86, 82, 13, 89 huJtlburut utFJnrp: Uqurhn{nrd t lqUn2 onquLhqdo
qbLruuquL uiuhnudb2u rlhurudhULbnnq tr huLpu]Ulnrpbnn{, urquhtlurgunru b t{nFur+nluuuurqntplntL0, fupuuniU L

duJ2qh LnntrnruE Lr, urnudgurquunLplnLU0, tupulinLrJ L onquuhquh qu2ut{uruuttluu nLdbno, LuUnu.rgLnru L

4hrJur4nnqurqrlLnLpJnLlro lr ndrh urnmuhultnqui6 huquropuhrlurlhL urq4bgnLplnLL: Oqmuqnn6duu gnrgntdubn'
dbdrlhuurutlrtnhU LEnph! EU4nrULruJU hu,rlurn onuJquru I uluuxh6 nrubtnt ELpugpnrd: CunntUuJ!LultuL oquuqnpdnLdp'
I urdhu: UUhnurdb2unLpltuL 4bqpnLLI trUt 0uqnrLnrdE l.lu.rnbth t qnLlt bt: Lurfupuiu oq$urqnnbbm funnhnrn4 t un{nLU

funphp4uqqbl pctqfr hbLn: lurl.lurgnrgnrdubn' qUl FurQur4Fhlubnh Ll.luJ$dujup ruLhuruurLluJU urLhuru4nLndnnuJl.luLnrplnLL,
hqhnrpjnr!, ltndpn{ !bpuj!pnLJ: alhuurubLhnLpluL duLlllbup'3 mu'lpft: ?h htuu4huuJLnrJ qbnurdh2ng: alurhu.tuLJurL

qurtduLl.rbn[' uI!hbt Fuonhtlut] +uipbpruqnnLILuUF, bnbfuurLbnh hurlurn uiJhuruuJLb[h Llulnnrd, +25'C 2bnduuoh6ulrhg n!
pundn ululUuLlJbnnLd: hnugdrlu nlnpLnp' rlbrlumUulhtr qutrgh U rJtluuulghuurg{u.,6 fuur'Untpubnh, unLunurlhL gurugh

UhpngnLl: Un$urrln{u6 t huJrJurdrqL' ry 1 0.89. l 9- 1 58- I 60 1 3430-202 1 :
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