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o rocyAapcrBeHHofi peFHcTpar!.w4 flpoAyKrlr{}r

Ng AM 01.06.01.003 .R.000077 .04.22 25.04.2022

IIpOnyKUt4g Et4onoru.recxx arrraran 4o6aexa x nuule: (floni,rBxraM!aHU Ann B3pocnblx)). OopMa Bbtnycxa:
xancynbtrlo 450 Mr; B norpeourenbcxoi ynaxoB(e no 1-1000 (ancyn. O6nacrb npl,|MeHeHrB: pexoMeHAyercc B KaqecrBe
6ronor[,]ecxr aKrlanoi 4o6aexra x nuule - heroeHlixa BuraM!4HoB C, E, 83, A. 85, 812, K, 86, 43, 82, 81, 89, 87 r
MaKpo-Mtl(po3neMeHToB, o6ecnevuBaloUleri opraHl13M xl43Henro neo6xoguntuftll4 gl4TaMHHaMLt x MuHepanaMx.
Pe(oMeHAaqr!4 no npxMeHeHro: B3pocnuM npxHuMarb BHyrpb no 1 xancyne 2 pa3a B AeHb Bo BpeMF eAbt.
npoAonxureflbHocrb npfieMa - 1 uecnq. flpr,r Heo6xoAuMocrx npueM 6AA MoxHo noBropr4Tb. nporxBonoKa3aHl,{s:
HenepeHocr,tMocTb xoMnoHeHToB 6M, 6epeMeHHocTb, xopMneH e rpyAblo. nepea np[MeHeHueM peKoMeHAyeTcn
npoxoHcynbrupoBaTbcfl c BpaqoM. He gafireTcs nexapcrBeHHuM cpeAcrBoM. CpoK roAHocTu: 3 roAa. ycfloBttf, xpaHeHur:
xpaHurb B opxrrHanbHoli yna(oBxe, B HeAocrynHoM AnF Aereti uecre, nplr reMneparype He Bblue +25.C.
,'l3roroBneHo no Ty 10.89.'19-'156-16013430-202'1. CocraB h nprMeHeHue cMorperb B npxnoxeHxu.

,#;L?.1;9 BJ66.Eflh, 

""0o,, 
Anrar.tc*r,r,l Kpari,6s69o5, r. EapHayn, roxHbr4 npoe3a, AoM s, crpoeH,re H-'r, oeuc 8,

Pocc!4rlc€e OeAepaqr!s, aApec npox3BoAcrBa: 656905, AnTaricKui xpari, r. 6apnayn, lOxHbtri npoe3A. AoM g.

3A'BI,ITE,'I I,
Opranusaqun, ynonHoMoqeHHas npuHl,lMarb npeleH3ux or norpe6urenei: OOO (Tpl,lH CaliA)), AnraticKuti xpai,656905,
r. 6aprayn, lOxHbIi npoe3A, AoM g, crpoeHlae H-1, o+uc 8, Pocclarc(ac OeAepaque, aApec npo[3BoAcrBa: 656905,
Anraic(uri [pari, r. SapHayn, loxHb[i npoe3A, AoM g.

PerrcrpaqhoHHbr!i aouep: 1 17 2225024355

COOTBETCTBYET
fP TC O2112011 <rO 6esonacrocru n/qeBoi npoAyrc-1,lu),
fP fC 022120'l.1 ((flt,tueBar npoAyxque B tiacr]1 ee Map([poB(r4))
fP fC 02912012 (Tpe6oBaHtas 6eaonac'toctr nut4eaurx go6aaox, apoMaru3aropoB x rexHonorerqec(ux BcnoMorarenbHbrx
cpeAcTBD

CB,{IETE.'I bCTBO BbITIAHO HA OCHORAH 14 I4
flporoxon uccne4oaaHVi. N 2210410481 or 111c/.12022r.: surAaHisri r4cnbrrarenbHoli na6oparopueri OOO eo-At4-3rl
na6dparopliq / FDA laboratory LLC, arrecrar axxpeAfiraqxx 050ff-092, cpoxoM AeicrBrri Ao 11lO1l2125t. eKcneprHoe
3a(npeeHue: N 30-2022 or '12.O4.2022, BbrAaHHoe !4cnbraTeIbHori na6oparopxeti OOO 3O-At4-3il na6oparopt r / FDA
laboratory LLC, arrecrar a(KpeArlTaqx91 050/T-092, cpoxoM ,qericTB!4s Ao 111O112025r.
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{qUSUIrUL
urpmur4pur0pfr qhurur\ru0 qpru0grirufi

JYe AM.0 L06.01 .003.R.000077.04.2 2 ru n 25.04.2022 P.

UnSU+0U1r€ tibuuupurLurqui uqmh{ hur{btnrf (nofl,{Br,1raM!4Hu an, &pocnbxr: IaneLunlldulr 6kE 450 Jq
pLu2n{ quruh6ubn;l - 1000 ulurLnh6 uu.lunnrlurl{uL qhurpbpurqnndurUp: qhnLundu nLnno[' funRhhr.n4 E mnqnLd nnu]bu
qut' C, E, 83, A, 85, B 1 2, K, 86, 13, 82, B I, 89, 87 rlhuurdhLubnh tr Uurqnn-Uhl.lnnEtErjbLuLbp[ u.rr1p1nrp, ruqLlhnqnru L

gLrlnLLbl I ulLuuhd onurtlLutr 2 uUqLud nrLnElnr gLpLUgpnLU: CLunnrLuqurquru oguLuqnndnrrlE' I uJdhu: Ulrhnurdb2onrFlutr
4bLr,lpnru qUt !L4nrLnrUE l.tunblh t qnqubt: luJtturgnrgnLlfubn' qU3 purqr!4nhtLbnh Lqurudurdp ruLhuruulqurL
urL[ti4nLIrbLhnLplnLL hqhnrplnLl,, l.]n6pn{ qbnujLlnnLd: l,urtupuL ogouqnn6bn funnhnLnq t unqnru funnhn4urqqbt pQqh

rhrupbpurqnnrfurdp, bnbfuurLtbnh hurIILUn urLhuiuur!bth r{uJtnnrd, +25'C 2bndurumh6ulJhg nl punAn utuiJdur'urbnntU:
Unmur4n{Lu6 t [um'ry 10.89.19-156- 16013430-202 ]: Curnu,rnnnrpJnrLn U L1fipunnLLIp Lnbu hrur.lElr{Lu6nrd:

unsu+onrL
Unmlx4nnrt' OOO (fpxH CaiaD, Afiaic(ui Kpai, 656905, r. EapHayn, loxHui npoe3A, aoM 9, crpoeHrie H-1, o6!ac 6,
Poccuicxaq Oe,tepaqxr, aapec npolrsBorcrBa: 656905, futraicxui Kpai, r.6apHayn, lOxHbri npossA, aoM 9.

<u3susnF
quqULUttbnr.Un$lnLU, n{ hnurqurunL f ELr}nLLbt pnrlnpLEn'OOO (TprH Caia), Arraicxqi Kpai, 656905, r. EapHayn, loxhbri
npoe3a, aoM 9, crpoexue H- I , o6uc 8, Poccl,ricKas oeaepaqrar, aapec npox3BorcrBa: 656905, AnraicKui Kpai, r. 6apHayn,

loxHbri npoe3.q, AoM 9.
qnuLgL;urlJ hurdL!n' I 1 72225024355

<utrurnusuutuuL{lFu L
UU Sq 02 l/201 I "ULrL4ruJpbnph ruLq$LULqnLpJLuL duruhlr"
UU Sti 022/201 I "UuL4ruJpbnph uthuuqurqnnuurL duuhtr"
UU Sq 029/20 l2 "ULLryudptnph huJrtbtnLdubnh urL{mrxuqnLFJull] quhu]Udrbn, pnrnJnrLpubn Lr ubfuiinlnghuttLUU
dh2nglrbn"

q-qu3uqu1,e Sn.I-UO L
OnnduJnqJurL urn6urLurqnnLplnLLr N 22104/0481 urn I 1i04i2022 p., Lnn{u.rd "tS- th- t3 turpnnurmnnhu" U4lC, FDA
laboratory LLC /, hruquJnurndujqnJu.rL qqurluJquiL 050/T-092, UhLtl-r I l/01/2025 p.: OnnAuqhuLUl.turu bqFurl.lLUgnLptnLL'
N 30-2022 urr I2.04.2022 unqur6 "t$'1h-t3 turEnnLuunnhu" UalC/FDA laboratory LLC/, huri{uruunUuqnULllr qUuJlurqLUL

050/ T'092, dhLtl.r- I l/0l/2025 p.:
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EBPA3I4I4CKI4[ 3KOHOMI4qECKI4II COIO3
i ,l

OOO (3O-Eh-31'l fl ASOPATOPt4ff )

{ynoxHoMoqexHLrii oplaH rocyaapclBa _ qleHa EBpa}xiicxoro lxoHo^{x'tecKoro coK'ra)

IIP}IJTO)t(EHI4E
K CBr,rAereJrr,crBy o rocyAapcrBeHHofi perucrpallHl{ [poAyl(qu]I

6!1onorx.tecKu aKruaHar Ao6aBKa K nuule: ([lonxsuraM!'lllbl AJlt 83pocnblx]' oopMa BHnycxa: xancynbl no 450 Mr: B

noip"trr"no"*of yn"*o"*e no .l-1000 xancyn. Cocraa: xanuqur xap6oxar, xoMnoHeHT Kancynbl (n.,uleBat Ao6aBKa:

*"n"rr* - aaryorienb), MarHrrq xap6oHar, Ml'lKpoxpt'lcrann!'lqecKa' qenn,no.a (Hoct4Tenb)' acxop6t4HoBag xxcnora

(BxraMliH C), xene3a OyMapar, tlllHKa qrirpar, anbQa-ToKoQepon aqerar (axraMxH E)' HuKorlaHaMxA (BnraMuH 83)'

celeH!,tr Harp!4F, MeAr rnrcxoHar, perxHona aqerar (B!'lTaM!lH A), naHToreHar xanbquq (BrraMgH 85)' MapraHqa

Kap6oHar, BrraMrH K, nvpuAoKcl,lHa rr4ApoxnopxA (BxraMuH BO), xoneKanbqusepon (BuiraMt4H A3)' px6o$naB!"rH

(er,rrarurax 82), ruar"ruH (BrtraMuH Bl), nraxonranar xpoMa, OonleB€q Klrcnora (arraMvH 89), q!4aHo(o6anaMuH (BxraMrH

d121, xanr4 ioat4a, Mon 6aar Harpu9,6t'torxH (Bt4TaM!4H 87). O6nacru nPuuexexus: pe(oMeHAyerct B KaqecrBe

6|aonorfi,]ecxu afiuBHoli ao6aBxu K n!.,tule - [croqHr{Ka BxTaM[BoB c, E, 83, A, 85, 812, K, 86, 43, 82, 81, 89' 87' ta

MaKpo-MtlKpooneMertog, o6ecne,{ueanqei opraH!a3M xu3HeBHO HeO6XOAT'!MblMrl B[TaM!l|HaMfi t4 MXHepanaMu.

Axrueuol4pyer o6ueH BeulecTB, cnoco6crByeT noAAepxaHurc xu3HeHHO BaXHblX syHXqUti OpraHl43Ma, CTt'lMynllpyeT

y""r"""ffi, +u3la,{ecKyro pa6orocnoco6xocrs, ynyquaer xneroqHbri Mera6onu3M t{ nuraH1,le r(aHei, y(penncer

14MMyHt{TeT y noBbtuJaeT 3aul'lTHbte c|/|nH opraHl/t3Ma. PeKoMeHAaquy no npIMeHeH |o: s3pocnuM npllHuMaTb BHyTpb no

lrancyne2pa3aBAeHbBoBperrqeAu.flpoAonx[TenbHocrbnpl4eMa''lMecsqnp]'txeo6xo4nuocrranpfieMEAq
tro*"o noeroprr". [lporraonoxasaxur: xHAl4B[AyanbHac HenepeHocliMocTb KoMnoHeHToB 6A,Q' 6epeue|llocru'

KopMneHt,te rpyAblo. nepeA npxMeHeHueM pexoMeH4yercn npoxoHcynbrllpooarbcs c BpaqoM He eBn'erca

,r*"p"r""r""i, 
"peAcrBoM. 

cpoK roAHosru: 3 roAa. ycnoaran xpaxenun: xpaHr,trb B op14rl,|HanbHori ynaKoaKe, B

HeAocrynHoM AJ]a Aereri Mecre, nprl reMneparype Hg s51tug +25'C. ycroBuq peant'13aquu: qepe3 anre'{Hy}o cerb t'l

cnequanri314poBaHHUe Mara3[Hbr, orgenu roproaoi ceru. ,1s[oToBneHo no Ty '10.89.'19'156-16013430-2021.

.16 AM.01.06.01.003.R.000077.04.22

Aupcqsp
(!o,,1xHocrb pyKoBo,qxreJrfl
(yno.ilHoMo'reHHoro :rrua) ynortto!to.renHoro
opraHr r oc).rapc'r Ba v.teua Eepa lricxoro
: tioHolt uq ec xoro coIo3a)

or 25.04.2022 r.
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(bqnuuhuii{u10 u0uhuruUu0 dlrnrpjruo ruu+uti-qLunlplur0 thtuqnF furflrlFI]D)

< Uq-bL.I-Uo
runrnunnrufipfr qhtnru[urfi qpur0griur0 {[ur.;ur\ufi [t

I& AM.o1.06.0L003.R.ooo077.04.22 lun 25.04.2022 p.
qbLuurFULuqLriU urquh{ hurtlbtnLf (noruBxraMvHH arr B3pocrbr$): Onnulnl.ltluli 6LE 450 Uq PUJ2nq quuh6Lbn: l-'1000

hullbtnrd" dbLUuhlJ - luougntghd, durqUbqhnLrjh l.tunFnUur$, Uhl.lnnpjn$bqurlhu gbUnLtnqu (tlnhD' urullnnFhuurpPnL

({huurdhL C), bnqurph SnLdLunuru, ghLqh qhunuu, ut$ur-mnl.lnLlEnnt urgbuum (qhmurUhL E)' LhqnuhututJhq (tlhutllljh!
B3), LurunhnLUh ubtbuhu, qqLAh qUnrtlnUulLn, nburhunL ulgbuulu, (tlhtnurtJhL A), qurtqhnt h uluruunubLuru (tlhuu]ljh!
B5), duruquruh LlurnFnLu.ru, tlhuuruhL K, uthnh4nPUhuh hhqnnPtnFh4 ({huuruhl 86), funtbqutqhiDEnnt (qhuurUhu A3)'
nhpn$turqhu (Llhmuuhu B2), phLUdhU (tlhuurjhL Bl), Pnndh uthtlnthuuu, iDnturFfrnl UhutldhL B9), thttiJntlnFurtu]JhL
({hmurUhU Bl2), Ltuthntdh ln4hq, Uurmnhntuh Unthpnuru, phnuhu ((huurjhir B7): t{hnuinduru n[nnu0' funnhnLn4 t mn{nru
nnu]bu qbuuu.rpuirulttutr r.r.:lluhtl hurlbtnLf C, E, 83, A, 85, Bl2, K, 86,.t13, 82, Bl, 89, 87 tihmuljhuubnh t! tJtuqnn-

LlhqnnqbUbLuLbnh urnpjntn, uqurhn{nru t onqulrhqdE l.lbuuuquU ulrhnudh2u {huutJhULEnn{ U hurlPullr]nrf]bnnq:

UqohrlugLnLd t LlnLpuqhnfuuiLul]ntpJnrLE, Uutuiuunld t onqu[rhqdnld tlbuuu.,tluJu qu.]ntrnn $nLUqghuUbnfi
qtuhqutrUu:l.rg, [uptuunLd t duu.r{nn t! $hqhququru u.l2fuumnd]ul.lntpinrl.j0, lurtlug'Unl-Ll t F9!uJlhU
UJnrpuJ$nfuLuLurLlnrplndrO I hlntuqu.,6pubnh uUnLgnLUE, uldnu]qLrlnLU t nhdu4nntulqurLntlainru0 [ ptttp6ptttgLnrd t
onquLhqLlh qu2uqurLht nrdbnE: OguuqnnbduiU gnugnrdubn' Ub0uhuuurqubnhU gU4nttlbt I uturuh6 onutluru 2 urLqud
nruEtnr ELpLUgpnLU: curnnLLutlul.iuJU oquuqnn6nlLlg 'l 

uJtJhu: UUhnurdb2untpiurL 4EtllPn[LI 
qU3 EU4nLLnLd[ qunbth b

LlnUUbL: lLUUugnLgnLrtubp' trUl puqurlnhiubnh Ul.]t!oUurdp utrhur.nurUuJU u]Lhuru4ntndnqulqLuunLptnLU, hnhntpjnLL,
qn6pn{ qEnuqnnru: Ltulupuir oquuqnn6EE funnhntnq E mn{nrd lunnhn4uugbt pQtlh hbur: ?h hurur}huuLnLU r}ErluUh2ng:
ath$LlLblhnLplur'L durllb$!' 3uurnh: alurhu.lufurjruu rltulduilrbnE u.ltlhbl pLonhLultt qhurpbpulqnnuurtJp, bnbfuurubnh

hrurlun ruuhr!urr]utLh rlujnnLU, +25"C !bnrju.rumh6uJuhg nt punAn uturlLlul bnnuj: hFurgUurU ntnnuE 4bnuru{ruljhU guugh

I UruuuuqhuugrlLld luurLnLpI]bnh, urnuunujihU gurlrgh tjh2ngnq:

Un$uqn{ud t hurLlurdrllu' ry I 0.89. I 9- 1 56- I 60 I 3430-202 1 :

5LronbU FulLulLuL U.O.

(b{nLuuhru\ru0 uOtnhuurlru0 d!nrpltu0
ru0rlu.rd-qLunrplu0 guqnp duprl0f
4hlurtluplr qu2rnnOp ([rurqnp{ud ruti6[t)

tl hg Ne 0002805
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