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I{a BBoA B rpDl(AaHcxufi o6opor n Poccnficxofr Oegeparlrlr,r cep}rx HJrH napr1ag

npoH3BeAeHHoro n Poccuficrofi @eAepalttlr Lrrrw Bro3uMoro s Poccuficr(yto @egepaqraro
urrauyrio6uororHr{ecKof0 JreKapcTBeHHofO npelapaTa

Ns P006-00 L lA-7 7 I 03296560 or 30.09.2025

BuAano Arquonepuovry o6qecmy "Berrop-EuArbraM", pocoux, 630559,
Hosocu6upcKarl o6nactu, ropo4cxofi orpyr pa6ourafi ltoceJror Konulono, pa6ovr.rii
noceroK KolrrqoB-o, 3oHa Hay.Iuo-nporsso.(crsenHax, ropnyc 104, I4HI{: 543p 150823.

(naulreHonaulte lopaAllrlectcoro Jrr,Iqa, ropuglr.recrufi a,qpec, pil{}l)
Oe4epa.rruan clryx6a no HaASopy B csepe 3ApaBooxpanenr{fl Ha ocgoBaur.ru
saKJIIoqeHI{fl I,Icnrmatenruofi ra6oparopuu Kpacuoxpcroro (punuana OfEy
"I4MIISyAOCMII" Pocs,upauualrcopa

(uauveuonaare Qegepaarnoro rocyAapcrBeur.roro 6roaxreinoio yqpenqnerl.rlr)

ar 29.09.2025 rI ,536[KA-05/25 pa3peruaer BBoA B rpaxrancrcufi o6opor
(gara) (rrorirep)

e Pocct{ftcrcofi (Degepaqnu nunayno6uoJrorsqecxoro JreKapcrBeHnoro flpenapara
AJI TABAK@ M

(r'oproeoe HaaneHoaauue)

Baxuuua 4n.r npo$urraKTHKH BprpycHoro renarura A
(rrrexq4yuapogHoe HeIIareHToBaHHoe Har{MeHoBaHJ,re (rpynrupono.rHoe r.rrx innrr.recrcoel

cyclleH3H.rr /qJI, BHyrpr{MbrureqHoro BBeAeHr,rf, I w (1 .qosa) - aM[yJrbr (10 rur.) -
NAIIKH

(t|topr'laBbI[ycKa(cyxasauraeu,rIeKapcTBerIHoft{ropult,gosH

13082scepuu 130825 , o6rerrr cepuu HJIH raprun 5Zg4
(uonaep cepuu) (-rr*(ronuuecT ro ynarororc)

roAeH go 20.08.20?7 ,
(cpox ro4nocru)

lrpou3BoAcrBa Arquouepuoro o6uqecrna "Bexrop-EuArLraM" (AO "BeKrop-
BuAnrrarra"), Poccur, 630559, Honocu6apcra.s odnacrb, ropoAcrcofi or<pyr pa6ouafi
noceJloK Konrqoro, paIouuit rrocerroK Korur1ono, Hayvno-npou3BogcrBegHa, 3oHa,
xopnyc 

.1 
04 (nge craAua, sKrfo.ras nsrnycKaroqprfi- xoHrpoxr rca.recrsa).

(uauueHonauue [I aApec flpor.r3BoAnre.ux (c yxasanuerrr craauf npousnoacrna;
Perucrpaqr{oHHoe yAocroBepeuue J\b P N000461/0I or 29,05.2a07,
flepxare.nb perucrpalll{oHnoro yAocroBepesHs ArquoHepuoe o6qecrno "Berrop-
BuAnrrau" (Ao "Berrop-EuAflrrana"), poccux, 630559, Honocn6upcrar o6nacir,
ropolcxofi oKpyr pa6ouafi ilocenoK Komqoro, pa6ounfi noceJroK Konrqouo, Hayrno-
npogseo.qcrsenHas soHa, Kopnyc 104.

(rrar.traeHonanlte, agpec)
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Bnagelg! IInpysll.rrxo.[,urrpull [cenoroAoautr

,{ehmrrrelen c 07.M.2025 uo 01.07.2026



@' Neir-ta pi'g s1g11sra*''

630559, llooocn6upcxil 06fl., ropoAcfioI oKpyr pq60xHfl flocerox I(orsqonq,
p000q[fi no^ccnofi l(onrUoBo, HayqHo-flpOrr380llcTDeHHa, sona, xopnyc 104,
rcr./rlaxc (383) 336-75.50, +mail: oflicc@bialgam.ru

IIACIIOPT Jl! 1312025

AJItrTABAIE M
Ba rquua Anrr,trpofi HJraKrHr(H BtrpycHoro refl arHTa: A

cyc henun dls 6 Hymputytuwe\il oeo 66 ed:eHilr.,

Hor,rep cepnu: 130825

[onavecrao npoAyru]ir.r B cepwu:.52g4ynar(oB(u (52940 aurrytno I Mn * 1 uspoclaa 4o:a)
,{ara nunycrca: 20.08,2025 r.
lo,qen Ao: 20.08.2027 r.
Aqarur BbrnorHeu no'p N00046,1/01-26091g,usu, Ne l-4
flpoarnogcrneHnuM utraurM JIEA - g6

orAen 6uoloraqecrort x Texllorqilr,toot{oro (ofi1-poJl,
,rcn./4laxq (383) 373{8-35

nACIIOPT Nr t3,202S
TTAIILIABAIC!'M> (Buuxra,arr npor.lruamxx 0upycloro rcoarrma A) oycnot'nNr 4ru:DlryrpuMarrrs{Horo.0BaAoH}r, oopuS

OnlrcaHHe onBnecuHpytor[an cycnetr3 ar, np]t
orcrauBaHHH. pa3AeJrrrgTct ta 2 cno s: BcpxHHIl,.
npo3parlnai, 6ccuuerua, x(H.qKocrr,; H ll>rcs u il -
ocanor< 6cloro unErq nerxo par6uraouuficn npa
rmplxunauuu, .6ec o6patoaauux XJronLeq H

onEneoUHpytou{a, cycrreH3fl ,l, rlp]t,
cnfiauBaltrru pa3,qeffrElcrr xa 2 cnoqi BcpxHHB.
npotpauira.l, .6ecqoerutur. xn4Kosr6; r.rHx{Huff - oca,(ox.
Eenoro uBorA lelrro pa:6uraroutr4ficr,nprl
'Bcrprxr.laAHrrH, 6es o6pa:oranan xnonbeB H

',.qon)t(eH 6rrrr, naotrruqt.lltM:aHTltreHy
BHpyca renarfiTa A H.uorxeu Ht(AyuupoBaru y
r'rr,ruell o6parooq.ule aHTrTen r( aNpycy renarnra A.

flpenapm H.qelrrHqeH aHrureny eiopyca renarnra A n
uuayuxpycr y },lr,rnrofi o6patouaafie aHrHTgJt K Bnpyoy

Cycneuprr Bar(rIHHbr iqoJrx(Ha.ro6o.quo rpoxolrr* Cycnerrrul naxqurLt cDo6oarro npoxonuT s mnpr,I

BcrpirrxHBaHHH, Hc lonxHa paccxahsarBcfl s reqeuHe

CnBqac[tl'reor(a, aroHauqcr6:
O npeAerrerrr.r e gorepxauHn .(otrxHo 6urr l.re Msnee 320 HOA E,( a I .qo:e

Bar{unHbr.qns Bpoclrr,rx u He Merrce 160 HOA E! n
I .(oge aanulrnlr anr aerefi,
OT rroueHhc coAopxalius AI BfA B I Mn ua(unrlll k
csgcpnrdn*rc Al BfA s COn N0 OETI( 06, no,rx(Ho

I Aosa saxqnxst.urlrr 83pocnEtx co,qepxhr
38t,40 I,IoA E.(.

OtrroueHue coAep)r(aHH,r Af BfA B I ul eaxulrHtt r<

co4eplnanuro Al BIIA n,COII ]l! OETK.065

Korruqesrno rrccusrarruoro ininreuiBrAl-Gilailf
Aon)xHo 66tT6rHe 6onee 6 Vo or o6ulero |(orHqocrBa

Af BfA g Haloca,uoqHofi 2(lr{Kocflr Hg

B sMryrax uas no 0,5 Mn (l .qorc(ar Ao30); I Vn (l
urpocnar aora) u unpurlax oluopuoBoro,. o,[HoAo-
3OBOrc npHMetrcltHr.
ilo l0 a,rrnyn c BruraAlrr.ucM tana <tnleilra> n: r<ap-

0,5 lu (l .ScroKai Ao3a); I Mn (l'B3pocnan

TOHA B naq(H kapToHHLte C HHfrpyKuilefi no np[{Mc_
HeHHrc H crapn$rraropotrt w[yJI6HLl{,
Anu no 5 aMrryn B ort(pLrryro &orrrypHylo
Byro ynar(oBny u3 nJrcHkH noJlHBLtHlrnxJlopH.qH(
(nBD. no 2 l<ouryprrsrc nvcfiroaud ynarcoortx
naqKH I(alrroHll6te c uncrpyxuNeil no
crapurlruraropou aMny,It,HLtM.
Eclu aunynu Hltelor roqKy lla,u,roMa HrrH l(olu,qo
H3noM4 cKapu0H(arop B ynar(onKy !,e Bruta,[brBaror..

l r{r (l uspocrrar 4ora) o ar,inynax,
IIo 5 avnyn.a orxprno[.xourypHofi .nqfi rcoaofi yna-
r(oBKe Hr rrrertkH lroJrHDHHHJTxnopHJIrrofi [fiBX),
flo l{pHrylHue rqefirosure ynakoBKH B na{Kil Kap-

no nprrMcHesl{rc, crapudrra.

H{fiIll4fi IinpH*e, '\
ffi'*

.^(y



630559, I'loBocx6upcrar 961., roponc{an o}(pyf pa6o.iull nocenoK I(olsttouo,
pa6oruil nocerrox l(olruoao, Hayllro-npoglBoAcrDeuHaj torrq xoprryc I 04,
ru./{arc (383) 336.75:50, e-mail: d{Iicc@btatgam,ru

Orgel 6ltolorrvecroro H Tcxtsono,:flitecxom KolrpoJt
rsr,/Qskc (383) 373"68-35

3rtx'rtto'lcHuci A-IIblABAK@ M (naxuuHa Anr upor[nttaxtnru Bupycrrorq renaru14 A), cyclqrrl{! ,qnlr BrryrpqMbrueq}loro. BBerorrH,
cApfix 130825 cooTBerQTRyer:rpe6oaarruav pN000461/01:26091g u:ru. J,,tb 1"4,

.(npexrop.no: raqecrBy,

<25rr cerru6pr 2025 r,

i(t)fi14r'1 sil]l1+
ririr:rlr,tr:-,.{06$

cTAPrlil4fi MEHE,qEtt

. IpA?yfl B.l.

flACIIOPTNs 13/2025
(AIbfABAKo Mlr (Barl.uHa grl npoqrxflarrilkx Blrpycnom rcnargra A) cycneu:rr 3,n1 0HyrpnMLrucrHoro nne.qo*xR cei

Haxr,leHoRar.lne

not(a3aferefi
I'Iopnra no p N00046I101-2609I8 usr\,r. ils' t-4 PcrylrT alsr lrcnrnauail

3A(pbrToi r(olnypt{0fi ,lqefi KoBotr ynaKoBKe },r3 nfleH-
ru IlB& nokprrl'ofi rlrolr,roil arrov,.+tycsofi s rana-
Mlr repMocBBpltuacMLtMH c ollr.lofi ctopor{rt.a naqt(u
x4plqr!.lLre c nHcTDyKlIl4eil nb npHMeHe]lHlo,

Mapruponr<a rl4JjD[fi qlr0fi ivnal(oB(e yK&3l,tBaroT: TOpfOBOO.
r{ariM et{oB8H}te neKapcTBcilHoro npcnapaTa c
npcnynpc/'lHTcn6uoft rrrnpxupoarroll @, <BarcunHa
rCnrrrlra Al, naHMeHoDaHHe npon:bo4nrealr, o6reu
rH (oJturrcqTBo,qo3, ItoMep cepHH,.qaTy BLlnycl(4,
AEry ,{rlreqeflUfl cpoKa folHocrH (troAflr polD;
npi{ynp0.qrrrenLl.ryto Ha,lfl ,lcb qBclpxxtry.rrl,
Ha ntopr.r.rHoft (norpe6,are,'rLcrofi ) y nar(osrc.
vt(a3brBarcrr: ToproBoc HaHMel{OBBBHe

neriapcrueuiiorii ripbnlpiara c np eayup6arrearHofi "

tlrapkHpoBt(oil @;. rpynnnpouounoc irafl MeHoBoHr,re
,el(apc"rBeHltoro npen4paTq Har,{M9HO9aHrre,,
.nororun, aupec, teledrou/t[al<c H a,qpbc
snqKxpoHHqro galtra nporcno.qHtels;
.[cKapcrBeHtlyro rlropuy, nor-lep cep H H, Aary
E 6rnycl{a, AarJ :HcrerrcHill cpoqa ro,rinocru (<ro,4cn
4o>), cnoco6 npnMcHeHsr, KorrHqecrBo aMrryr
(unpuueo) D ynakoBl(o, rrolr.secrro M,r g aMrryIe
(unpuuc), KorH{ecrtso ao3 B ytraroB(e, cosrat ua I
r'rr (cocrar Ha 0,5 lrn), yc,loBH, xpatteHl,rr, ycnoBH,
,btiryc4a n[.u rreqe6uo.npo{rlrnamu{cct<Hx
yqpexqeHHfi )), uoMep pcrHcrpaqHoHHoro
y.qocroBepeHk r, urprxouofi ro4 EAN, cpetsrBo
il.ueurH0xrauuu reKapcrser{r.roto nperrapara -
Anyxraepudlfi ul rpnxooofi noa (Data Matrix),
uruunr4yalurHfi ccpHfi H6til trouep roproroli
eaHHHuLr (SN) u rno6anrurril x.{eu,rNriuxaquourlr,rit
Houep toprorofi cAHHHurl (OTIN) r BH,qe.qilraeMoto.
ne,rafl{o}o TeKcla,,npeAynpeAurefl !trsre }ta"qnucui
,tiCrenxlr,Hol, <fJgFp{,npnMoHeHileM BcrprxrryrL)),
r(XpatrHrr B HcAocrynHoM Inl,qerefi lrerre>, <rI-Ie

co,nep)KHT.Ko,lccpBBHToB H aHrfi 6Hor:uroe));
xurliopuauuro o B03Mox(Hocrn KparKoBpeM0!rnot"o
xparrel{H,l H TpaxcnopTupoBaHafl npH noBbtuetlHoH
telrneprrype; <.(ollyqxacrcr KparKoBpeMelutoe
xpaHeHne (ne 6olee 24 .racor) u
TpaHcnoprnpoBanue (He 6olce 4B vacoa) npu
TcMneprryDe ue srtrxe 25 .CD.

xpauerrkl; yc,loBHJI orrrycra <.[ll
ylpex1eunfi1, rrollcp

Ha nepBkqH.ofr ynaK0B(e yKiEqHor ropfoBoe
HaHMelroBaliHc JreKBpsrteHllofo npenalraT0 c
npe,rynpeIHTelrLuofi uapxaposr<oh @, <Banurlna
renarnia All; uatuctrouauye npoH3RoAHTerrr, o6r,eru u
KoflHllecTB0.q03, uoMep ccpHlr,.AaTa Brrlnyc(a, laTa
HCrErr0lril,t cp0(a ioAHofiH, ((iroAeH .qo)),

TOpfoBoe IaHMeHoDaHl-lC IeKApCTBeHHoT-O npCnap&Ta
c nperynpeaxrenuroil r,rapxupolrofi @,
fpynnfi pouoH!toe I{al-lMeHoB&HI{e neKapcrBeH}roro
npenapaTa; ilBJ,|rtenoDaHHq floroTHn, a.{pec,
'rerreq)oH/{rsr(d u q&pec gnempoHHoro gafira
npoH3BoAHTen,r; ireKapcrueHuB.r $opua, no:uep cepun,
aaTa BErnycl(a, AaTa nfierteHH, cpoKa ro.qilocTH
(<< ro4eu 4ol), cnoco6 nprveueHkr, xoltHtiefi Bo
dunyfi B ynaKoBKe, KorrHqecrBo Mn E aMnyre,
roJlfi{eqrBo Ao3 B ynaKoBke, qogl,aB Ha

pcrHcrpaqHoHHoro y.uoctooepeHaa, urrpHxoBoil kor
EAN, cpe4cuo HAerrIH(UHKguult.rel(npcrBoHrioro
flpcnapara - rByxMeprr6rfi rxryrxoBoil xog (Data
Matrix), utraunlayamrrrrfi cepufiunrfi nouep
Tdpr0Bofi p,quHuur,r (g/hl) rr r:nodalrHtri
H,[curHQHkaukoHHr,rfi xoueptoprorofi enxuxqrr
(CTIN) u Br4re rlmaeMoro neqarrroro rerccrs,
npenynpe,[HTenLHLle Ha,(nhcH: <Crepu.rur*o>, i<fiepe.a
npuyeireuHeiu nq"rprxHyrLii, ((XpaHnib B

HeAocTynlrou AnB.qsrcil MpcTc)), <[Ie co4eprrur
KorrcepBauroB u artr6lrmrxoulr; nsr[optrar]ul o
B03Moxuocrh l{patxoapcmortroio xpal{er rH,{ H

TpaHcnopfl,rp0BaHr.r, npH fl oBbrureHuoft relrneparype:
r<,(onyCnaerbl Kparr(orpeM*luog xpaHenHe (He 6oneq
24'uacoo) H rpaHcnopttpoBanue (rte 6orec 48 vacon)
npx TeMnsparype He BLlue 25 oC)).

N


