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KA3AKC TAH PE C IIYETI,IKACbI

oAInET MI4HI,IC TPJII| I
3I4-f,TKEPJIIK MEHIIIIK KYKbIFbI KOMI4TE,TI

EHEPTAEbICKA
Ng 17453
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(sa) ATAYbI: IIPO@I4JIAKTI4KAIIbIK XOHE AI4ATHOCTI4KAJIbIK ilPETIAPATTAPAbI
AAIZbIHAAy|A APHAJIFAH KyrbIpyAbIH "VRC-RZ2" oI,IKC-BI4pycbIHbIH IIITAMMbI

(73) IIATEHT I4EJIEHYIIIICI: I(a-:a4cran Pecny6nuracu Binirtr xeHe rbr.rrbrM Mr4Hr.rcrpniriHirl
Fnnrru rouureri "(asa4ctan Pecuy6nvxacsr YrrruI1 6uor:exnonorr.r.f, opralrrsr" ruapyarruru4
xyprisy (yKblrblnAarbr pecry6m.rxamr4 MeMJreKerrir xacinopHbrHbrr{ "Euororr,rflrrr4 4ayincialix
npo6leruarapbrHbrr{ fhrJrhrMr{-3eprrey rrucrr.rryrbr" ruapyarrrulsrx xypri3y Kyr1brrbrHAafbr enruirec
MeMJreKerrir< xeciuopnsr

(72) ABTOP (ABTOPJIAP): Pycanona AHacractrq Muxafinoena; Xu:run EnreHrnfi Cepreennv;
Tpor.rqrrafi EereHnfi Huroraeeuu; Maua4a;rnee CefiAraran6ap MauaAa;lueBr4ir; Eapax6aee Kafinap
Ea:apxy:ronrau;,{errruenxo Anaronuft f praropbeBr4tr

(2 1 ) Orinirra Ns 2004/17 55.1 (22) OriHina 6epi,rreu rcyu 10.12.2004

flareumiil xyuri l(a:aqcraH Pecrry6,rHnacrrHtrn 6yxin ayMarbrHAa, ouu n1'ruiH4e

YCTay YIXIH a(br ya(LrTbrJrbr ToJreHreH )KafAa

I(a:a4cran
3nxrxeprix
TOpafacbr

H.E. O64ipaxsru

* t r
O:repicrep euniry ryparsr lre,riuetrep ua rl piH:e xe xYnapaxra ne.rripi:re,ri



PE C fIYEJII4KA KA3AXC TAH

(1e) KOMI4TET IIO IIPABAM I,IHTEJIJIEKTYAJIbHOI{ C OE C TB EHHO C TI4
MI4HI4CTEPCTBAIOCTI4ULII4PECIIYEIIVIKWKA3AXCTAH

(12)

( 1 1 )

IIATEHT
Ng-lzl53

HA I43OEPETEHI{E

(s4) HA3BAHI,IE: ruTAMM "VRC-RZ2" BIIPyCA-OI{KC EEIIIEHCTBA [JItl
IPIITOTOBJIEHI4fl IIPO@}IJIAKTI.fTIECKI{X U
TIPEIIAPATOB

AI4ATHOCTHIIECKI4X

(73) IIATEHTOOEJIAIATEJIb: [ouepnee rocyAapcrBeHHoe npe.unpl4trlle Ha IIpaBe

xogsficreeHHoro BeAeHr{r "Hayuno-uccneAoBaremcrufi I4Hcr}ITyr npo6leu 6uoloruqecxofi

6egonacnocrr.r" Pecny6luxancxoro rocyAapcrBeHHofo npeArrpl4'rrprfi. Ha rlpaBe xog-flficrneHHolo

BeAeHr4r "Haquosalursrfi rIeHTp 6raorexnororrau Pecuy6ttuxu Ka:axcran" KoMI'ITera HayKI'I

MuHilcrepcrna o6pa: oBaHvIs. v HayKu Pecny6nurua Kas axcran

(72) ABTOP (ABTOPbI): Pycanoea AHacracur Muxafiroeua; Xurnn Esreulafi Cepreeeuu;
Tpouqrufi EereHuft Huxolaenuv; Maua4arnee Ceft4uran6ap MantaAalIaeBl4tl; Eapax6aen
Kafi nap Ea:apxynowr.r;,{euvenxo Asaronufi fpIEropbeBl,Iq

(2 1 ) 3aceKa Np 20041 17 55.1 (22) flna noraqu 3aBKH 10.12.2004

Ka:axcrau npu ycJloBun cBoeBpeMesuo[ on,r Nq IIATEHTA B CHJIC

llpegcegarers Kounrera tro npaBaM
HHTenneKTyarruofi co6craeHuocrll
MnuucrepcrBa IocrI,IIrHn Pecrry6ruxa

H.E. A64paxuna

[eftcrene nareHTa pacilpocrpaHqerct Ha Bcro reppHTopnrc Pecrry6luru

leHllt o BHeceHI,IH fi3NreHeHl4il npilBo.ltrcq Ha B BH_te flprr,lo K HaCTOruleNty nareHTy
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PECTIYEJII4KA KA3AXCTAH

(re)KZ (13) B (11) r74s3
(sr) c12N 7/00 (2006.01)
c12R r/es (2006.01)
A61K 39/20s (2006.01)

KOMPITET IIO IIPABAM
HHTEJIJIEKTYANbHOIT COECTBEHHOCTI,I
MI4HI,ICTEPCTBA IOCTI4III,I}I PECTIYBJII{KII KA3AXCTAH

OIIMCAHME M3OEPETEIJVTfl
K NATEHTY
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(2r) 2004/r7ss.r
(22) 10.12.2004
(45) 15.12.2009, 6ror. Ns 12
(64) KZ (A) 17453,15.06.2006,6ror. Ns 6
(72) Pycanona Asacracus. Mnxafinosna; Xurrzn
EsreHnfi CepreeerEu; TpoHurnft EsreHr,rfi Hurolaennu;
MallaAaJrues Cefi4nrau6ap MarraaAallaenuv; 6apax6aen
Kafinap Easaprynoruu; [er'ruenro Anarorufi
fpnroprenuu
(73),{ouepuee rocyAapcrBeHHoe npeAnpvnrue Ha
npaBe xogtfctgeggoro BeAeHI,ur "Hayqno-
r4ccJreAoBarelrcxnfi rrncrlrryr npo6reu 6uorornqec-
xofi 6esonacHocrr,r" Pecrry6ruraHcKoro rocyAapcrBeH-
Horo npeAnpvflrvrfl Ha npaee xosrficrBeHHoro BeAeHn{
"HaquouarlHufi qeurp 6uorexHororun Pecny6rzru
Ka3axcraH" Kounrera HayKI.{ Mnuucrepcrra
o6pasorauu.a v HayKrr Pecny6nrnrn Kasaxcrau (KZ)
(56) Ilareur RU JS 2080125, xn. A6lK 391295,1997

flareur RU Ne 2128519, ru. A6lK 39/245, C12N 7/00,
1999
llareur RU Ns 21577A0. x.rr. A6lK 391205. C12N 7/00.
1999
(54) IIITAMM "VRC-RZ2" BIIPyCA-OIIKC
EEIIIEHCTBA N,ilfl IIPI4IOTOBJIEHI4' [IPO.
@I4JIAKTI{TIECK}IX U .IITIATHOCTUqECKI,IX
TIPETIAPATOB
(57) Ilro6pereuue orHocrrrbcr r eerepznapHofi
Br,rpyconorfln.

Iloryrennul rrrraMM UVRC-RZ2" nrzpyca-t[nrc
6eurencrsa xapaKTepn3yercr BbrcoKr4Mr,r penpoAyKTr4B-
Hrtltr.tln ceoficrBaMl4 B cl,IcreMe Kynbrr,rBnpoBannfl, kr
errcorofi 6norornqecrofi arruguocruo.

lllraulr (VRC-RZ2) rupyca-Qr.rxc 6erueucrea .{nq
npl4roroBneHnr Ar4arHocrlrqecKr4x (P,UI, MOA, Vl(I A,
PCK) u npo$HraxrvqecKlrx (napeurepa.nruofi v
nepopanruofi BaKur,rHbr nporr4B 6eurencrsa xr.raornux)
npeIIaparoB.
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I4:o6pereHue orHocl4Tbct
Blrpyconorr4u.

rc aerepnuapHol

lllraru*r <IJ-{enxono-51> - I4cnorlt'3yerct Ant
npHroroBJIeHI,lt BAKII}IH anrupa6lluecxux
r4HaKrr4Br4poBaHHbrx, KynbrypanbHblx <Pa6hxos),
<Pa6uxan> (xonaruepvecxl{e Ha3BaHI{t earqnH). llpe4-
nplrrrr,re lr3roroBureJlr - @fY BHIILI3X (<Beurencrno
xr4BorHbrx) lpys4ee K.H., Heaocexon B.B. Mocxna,
r43A-Bo <Arcnapr,ryrr.r>, 200 I r.).

lllranu (TC-80>> - llcnonb3yerct npl{foroBneHut
BaKrlr,rHr,r aHrupa6nuecroi, I,IHaKTI,IBI,IpoBaHHo[,
rynrrypanrHofi, cop6ttporaHnofi. llpeAnplarrze
u3foroBr4reJrb - BHHHBBMnM. (<EerueHcreo

)rs,rBorHbrx) fpys4en K.H., HeAoceroe B.B. Mocxna,
x3A-Bo <Arrapuyu>, 2001 r.).

lllrarrrl,r <Buyroeo-32)) - ucnonb3yerct trpnroroB-
JIeHI,II BaKur,Inu anrupa6uv ecrofi , I,IHaKTIrBI4poBanuofi ,
KoHrreHTpHponanHofi, rynrrypalruoft. flpe4upturne
r,r3roroBurenr -I,Iucrnryr rroJll4oMlrenura I,I BIrpycHbIX
ouqerparurron uu. Vyntaroea PAMH. (<Beurencrno
xr.rBorHbrxD fpy:aer K.H., HeAocexon B.B. Mocrla,
u3A-Bo <Areapuyu>>, 2001 r.).

lllraurr,r (PB-97D - I{clonb3yerc.fl rtpuroroBneHlrr
BaKrrr,rHbr aurupa6uvecxofi, I,IHaKTHBI4poBaHuofi,
ryrurypalruoft, cop6npoeannoi. flpegnpuxrne
r,r3roroBureJrb - Ofy BHI4II3X. (<EeureHcreo
xrrBorHbrx) fpys4en K.H., Heaoceroe B.B. Mocrna,
LI3A-Bo <Axnapr.tyru>, 2001 r.).

Bce BbIIrIeonIlcaHHbIe IuraMMbI uapyca-Quxc
6emencrea Kynbrl{Bl4pylorct B nepeBI{BaeMbIX
KynbTypax KJIeTOK, LIMeIOT TI,tTp Bnpyca He MeHee
6,00 lg MLD5s/r'{r, I,IMMyHoreHHocrb BaKUI,IH
HanprMyro 3aBr,rcr{T or rr.ITpa Bvpyca.

B ce nuureonuc aHHbIe BaKITLIHrI 3aperl{crpl{poBaHbl
r focyAapcrBeHHoM Peecrpe Poccuficrofi (De.{epaqnu.

HeAocrarrn 9Tr4x IIITaMMoB B uI.{TI4pyeMo[ mt,eparype
He yKa3bIBaIOTCt, HO B AaHHOM Cn)qae 3To He Ba)KHO,

nocKonbKy, KaK )rr<e 6rtro yKa3aHo BbIIrIe, B

Pecny6ruxe Ka:axcraH B Hacrotruee BpeMt

orcyrcrBylor rrrraMMbr elrpyca-$uxc 6eueHcrra,

[oAAep)r(r4B aeM bre Ha IIep eB u B aeMblx Kynbrypax KJIeroK

lI ]rcnonb3yeMble l.nfl nplIroroBneHI4t

npoQunaKrHqecKrlx I4 AI,IarHocrI4qecKI,IX npelaparoB.

3aAa.refi n:o6pereunr tBJlterct co3AaHKe

KynbrypanbHoro rlrraMMa Bxpyca 6erueHcrsa

)r(uBorHbrx, o6laAarorqero BblcoKof 6uororu'{ecxoft u

r,rMMyHoreHHofi aKTIIBHocrblo, HI,t3Ko[ BupyneHT-

Hocrbro u xopoureil pe[poAyKTl4Buofi cnoco6Hocrblo B

cr,rcTeM e KynbTr4Br,rpoBaHnt.

Lllrauru (VRC-RZ2) BbIAeJIeH u3 rKaHeBofo

(rraosronoro) fi3orqra Bnpyaa 6erueHcrea u

a A a n r l r p o B a H K p e n p o A y K u I . I I 4 B n e p e B u B a e M o f i

BsrAeneusrti ITITaMM "VRC-RZ2" AeloHI4poBaH B
Ko.nnexIInu MI,IKpoopraHI43MoB Hayluo-uccleAoBa-
TenbcKoro cenlcxoxo:qfcrBeHHoro ilHcrrrryra
MaHncrepcrna o6pa:onaullr I4 HayKI,I Pecny6nr'txll
Kagaxcras c perr4crpaquoHHbl M HoM epo M fI-7 -A4 / [.

lflran,tu "VRC-RZ2" nnpyca-Qzxc 6eurescrna
aKrr4BHo peflpoAyq{pyerct B nepeBlrBaeMofi xymrype
KJreroK IIC npu reMreparype (37,A + 0,5)oC. Ipu erolt
6nororur.{ecxat aKTr,rBHocrb Bvlpyca Aocrnraer rlpll
crarrr4oHapHoM KynbrLIBI{poBaHI,tn Ao 5,5 lg
TII[50/cru3, npu ponnepHoM KynbrI4BIrpoBannrr Lo
6,0 lg TTV{56/cna3.

BnAeneuuuft IIITaMM "VRC-RZ2" xapaKrepl43yercq
cneAyloul4M I4 csofi ctsar4 I.{.

Ycrosfiq Kynbrl4Bl{poBaHu.t L[IraMu "VRC-RZ2"
nnpyca-$uxc 6eureHcrsa aKTItBHo penpoAyqupyerct B
rrepeBr.rBaeMofi rynrrype KrIeroK IIC npn reMneparype
(31 ,0 + 0,5)oC, 3apaxalouefi Aose 0,005-0,01 TI-{[5s na
KJrerKy. B raqecrne nurarelruoft cpeAbl lrcnonb3yerct
rrpr{creHoqHar llonycuHrerl4qecKiul cpeaa (lIClI), pH
7,4-7,8; 2%6 uuarruwtponauuofi cbIBopoTKI,I KpOBI'r
Kpy[Hofo poraroro crora. Bpeltx KynbrI,IBI,IpoBawus 5-
7 cyror. KymrnnuponaHue npoBoAuTct KaK
cTarlrroHapHblM, TaK I4 ponnepHblM M9TOAOM.

ArrusHocru IxraMMa: flpr,r co6mo4euuN yclonuft
KynbrI,IBr{poBaHIaq 6uororilsecKafl, aKTI'IBHocrb Bl'{pyca

AOCTr4faer npr,r cTauI{oHapHoM KynbTI.rB}IpoBaHLfii ^o
5,5 lg TIl.{5 s/cu',.npu ponnepHoM KynbrI'IBI4poBaHI4I4

no 60 lg TlV{5elcrrr'.
Cnoco6 onpeAeneHl{t aKTuBHocrI'I Bltpyca:

AxrnsHocru Blrpyca onpeAenterc s 2-uq cnoco6auu:
llo rrrlTortarl4qecKltM Ii3MeHeHI4tM B Kynbr)?e

KJreroK |IC (noura cai,ru). ,{elalorcr l0-rparnrte
p€BBeAeHlrr Br.Ipyca, KaxAbIM pa3BeAeHI'IeM Blrpyca
r.ruQnqupyerct no 4-e lpo6uprn c xyllrypofi KreroK.
I-{uronaruuecroe Aeficrelre Bl{pyca ) II4TbIBaIor
exeAHeBHo rIoA MaJIbIM yBenI4qeHI'leM MI4KpOCKOIa.

Tnrp nupyca paccqurbtBaerct no^ MeroAy PwAa vr

Meuqa r4 Bblpax(aerca r lg Tl-{[56/clr'.

3apaxeHne uurueft. .{elalorcx 1O-xparurte

pa3BeAeHr,r-s Br{pyca. KaxAurr.t pa3BeAeHI'IeM Bllpyca

nnrpauepe6panruo un$rEqupyercr tro 4 uuruu.

floroxurelrnrtfi pe3ynlrar - MbIIxb ilara,

oTpuqarelrnuft - BIIXI{JIa. Turp Bnpyca

paccrrr4TblBaercfl no MeroAy Pupla u Mesqa vr

Bblpaxaercq e lg MLD5s/ctu'.
Bo nropou nyHKTe 3anpoca 3KcnepraMl4 orMeqeHo,

qro B orIucaHI4I{ K 3atBKe 200411775.1 npe4loxeuHrrft

HaMIr IIITaMM MOX(er LICnOJIb3OBaT6C', KaK

rourpollnufi [rraMM npu HcIIbITaHITI,I BaKIII,IHHrIX

[peflaparoB. Taxnx AaHHbtx MbI He npIrBoAIrnIr B

OIIIICAHIIH.

Kynbrype KJreroK rroqeK cafiru flyreM Eesepe4uocrr: Ilolnocruo 6e3BpeAeH AJII oBeu,

rrocJreAoBareJrbHbrx r{ nepeMexarcuux laccax(eit sa co6ar, rpol],IKoB ltpn noAKoxHoM, BHyrpI'IKo]KHoM'

Mbrruarax cocynax x Kynbrypax KJreroK BHK-2lll3 14 BHyrpI4MbIlIeqHoM BBeAeH?II4, (arr.r AaHHbIe 6es

l1C. flolyreunufi rrrraMM Bwpyca o6ru.{aerc.f, or yKa3a:ral BI,IAa xuBorHbIX npeAcraBJleHbl B onucauun)

r{cxoAnoro vaorflTa opraHHo-TKaHeBoro pa6l{qecKoro Axruenocrt (urrlruyuorennocrr): Co6axn,

Bnpyca cucreuofi Kynbrr4Br4poBaHr,rr, Hnsxofi [on) {LIBIrrI4e oAHoKparHyIo ^ BHyrpI4MbIIueqHyIo

BlrpyneHTHocrblo flpu BHyrpnMbrueqHoM, r4HbeKrruro e o6:beNae I cnt3 (axrunnocruo 4,5

BHyrpr{KoxHoM r4 noAKox(HoM BBeAeHr4e, 6uororuvec- MLD56/cltl'), qepe3 14 cyroK nporlrBocrotr

roI axrxnsocrbro. IIpr4 sroM B Kynbrype KneroK fIC nurpaqepe6putnbHoMy KoHrponbHoMy 3apaxeHl{Io.

HaKorrJreHr{e Br4pyca nponcxoAur.qo 6,0 lg Tl{,{5elcru'. KoHrpolruue x(I4BorHLIe (se BaKITItHI'IpoBaHHbIe

. xr.rBorHble) np, r.rurpauepe6ptulbHoM KoHrponbHoM

)
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3apaxeHr4r4 Irolu6aroT Ha 5-7 cyTKr,r c KJ[rHr,rqecKr.rMr.l
rrpn3HaKaMx npucyrqr{M14 6erueucrny.

[ng aHTr,rfeHa repMIlH (o[TI,tMt]JIbHat
KOHrIeHTparIr4r Br4pycHbrx KJreToK> He np'rMeHHM.
Kaqecrso (cneqx$nvuoct) n aKTr,rBHocrb aHrr,rreHa
oqeHrrBilroT B ceponofnqecKr.rx peaKlll4tx.

Crequrfuunocrr KynbryptlnbHofo aHrnreHa
npeAnaraeMoro rrrraMMa [oATBepxAeHa B peaKrlHr4
4ut[Sysnonnofi npeurlnr4Tarrr4lr c KoMMeprrecKr4M
na6oporrr <I,Iuuyuorro6ylnH 4naruocrlrvecxrail
anrupa6uvecxlrfi npeqHnurnpyroruufi (I,IAAI) Ms
AraarHocrlrKr,r 6eurencrna MeroAoM peaKrrur{
4n$rfyruonHofi rpeunrlrrarlun (Pl[I)) HIIO
(AHTH|EH) Ty 640 PK 17286-1910-002-2001 u s
peaKrlr4r{ uunryroQnyopecrreHrrr.ru c KoMMepqecKlrMH
ua6oparun <Llulrynorro6ynuH Anaruocruqecxraft
anrr.rpa6nuecxnft Qryopecunpyoul4l (I4AAO) Anfl
Ar,rarHocrnKr,r 6erueHcrna npflMbrM MeroAoM
nrrruynorpnyopecqenrnofi MnKpocKonlru (IIMllM)>
TOO (AHTI4fEHI> Tv 640 PK 17286-1910-001-2001.
<Anrnpa6n.recrufi $lyopecuupyrolqufi r{MMyHorno-
6ylr,rn (kI[AO) an" Ar{arHocrr.rKn 6eueHcrsa nprMbrM
MeroAoM PI4O (pearqzr unruyno$nyopecqerqnn)>>
TOO <Bura-CT) Ty 658 PK 620200013526T00 024-
20al

B Ma3Kix-orrreqarKax, npnroroBJleHHblx vtg
cycneH3r,rri n l,ronocroftHofi xynrrypu rueror fIC tt
o6pa6oranHux MeqeHHbrMr,r @llTL{ uo6ylr.ruauu ns
ua6opor <I,Iulr,Iynorno6y:l.wtt Araarsocruqecruft
anurpa6uvecxnfi Oryopecunpyroruufl (IIAAO) Ntr.
Ar,rarHocrr4Kr4 6erueHcrea [prMbrM MeroAoM

ulttvtyHotlnyopecrleHrHoft Mr{KpocKon14t'r (IIMI,IM)>,
<Aurlrpa6nvecxufi $nyopecuupyrou1lri lrMMyHorno-
6ytuu (LL[A@) airr AuarHocrrlKr4 6eureHcrea rprMbrM
MeroAoM PH(D (pear4rr nuuyuotlnyopecrleHqlrr.r)>,
o6uapyxeuo cnequ$nvecxoe cBeqeHne rpaHyn Ha
qeTbrpe KpecTa, qTo roBopr4T o BbIcoKoM HaKOIIJIeHI{H
aHTHreHa Bnpyca 6eureHcrsa.

Tnrp aHTr.rfeHa [peAnaraeMoro rrrraMMa
orrpeAenrncr B peaKrrur.r guQtpFrioHHofi npeqnrl.r-
Tar\vwr c KoMMepqecKnru Ha6oporta <I4unayHouo6y :lwu
glrarHocruvecruft aHTr4pa6r{qecKnfi npeqnfllrrnpyrc-
qlrft (}I[AII) 4nr 4r,rarnocrnKr.r 6eureHcrna MeroAoM
peaKllr,rri au$Qy:uonnofi rpeqnrr.rraunu (P,$)> HIIO
(AHTH|EHD u cocraBr.rJr l:2-l'.4.

Cneryr$u'recKar aKTnBHocrb cbrBoporoK KpoBI,I Ko3,
non) IeHHbIx Ha BBeAeHue aHTLIIeHa npeAnalaeMoro
rrrraMMa, orleHeHa B peaKUHH gu$QysuoHHofi
npequnHTarlHr4 c noJro)rg4TeJIbHbIM KoHTponbHbrM
aHTr4reHoM (6eurencroa) r,r3 KoMMepqecKoro ua6opa
<Hlauynouo6ynlrn Auarnocru.recxufi arurupa6u-
qecxr.rfi npeqnnlrrnpyroutnfi (I,IAAII) Arr Anaruocrurpr
6erueucrna MeroAoM peaKrtulr 4aQQysuounoil
npequnr{raurlr.r (P[D) HIIO <AHTHfEH> n
cocraBJrrer 1:16-l :32.

O OPMY]IA N3 OE PE T EHII,fl

Lllranau "VRC-RZ2" nupyca-Qurc 6eureHcrsa
(HI4CXI{, n-7-04/n Anr rrprroroBrleHr.rr npo$nrar-
Tr{qecKrIX I4 Ar,rarHocTr4qecKI,IX [peuapaToB.

Bepcrra Eorexona A.[.
Kopperrop Maaeena fI. A.


