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CERTIFICATE OF ANALYSIS/CEPTHOUKAT AHAIZA

‘7:*

R ]

PRODUCT: / TIPOAYKT: NUROFEN FOR CHILDREN orange suspension, | CERTIFICATE OF
Ibuprofen 100 mp/Sml, 200 mt ANALYSIS /
HYPODEH UL RETEH. nGynpoder 100 /Sun, | CEFTIHOHMKAT
Cycnewana ona mpnesa pyToE anenscinosas, 200 s | AHATIIA
ACTIVE INGREDIENTYAKTHBIIOE IBUPROFEN 100 mg/Sml/ SKU 3022928
BEWECTEO: MEYTIPOBEH 100 mrfSun
A : DATE OF MANUFA CTURINGY
BATVR:/ CRFAR) 10 MATA HFOUIBOJICTBA! e
QUANTITY, CASES* 7100 EXPIRY DATE: 012024

KOJNYECTRO, KOPOBA® 7100

OATA OKOIMANIIA CPOKA

TOOHOCTI:

NORMATIVE DOCUMENT VERSION/

HA:

1 ND14745/01-300616 with variations 1-6 approved 2020-06-10

1 N014745/01.300616 ¢ 1o, 1-6 ym. 2020-06-10

APl MANUFACTURERS, COUNTRY/

NPONIBOJNTENN CYECTAKRILILIL

BASF Corporation. Bishop Texas. USA / Shasun Chemicals and Drugs Ltd. Pondicherry. India

{ CTPAHA
RESULT
PEIYJALTAT
TEST SPECIFICATION Process batch Process batch Process batch
TECT CHEHROUKALIA NPONIDOACTBEHHAR APOIIBOACTBEHHAS NPOI3BORCTBRIIAA
noacepita noacepHn oacepia
06004336 06004361 06004379
1 t While wwhite syrup-like
Appearanca/Quueanie suspensi:xgu!zeh mh;’; ﬂ;:\mur! Complies with the Complies whh the Complies with the
Benas 1nit novmi Genas Appranest appearance/ Appsamice
cycnenia cuponeabpairon Coorsercreyer Cootecicrayer ICoo18e1CtRYET
XOHCHETEHINI € ANENBLITHOBBIM AnucaNI ONICAHNID DACANIND
1aMaxON
Ibuprefen identification/ | The main peak retention tlime in
Monnnunccre the chiomnlogram of the tes
nfynpogena solution should cormespond lo the
main peak retention time in lhe
chromatograrm of the tbuprofen
standard solution / Bpeua )
Y ApAUIBANILE OCHOBIOTO NITKA 1A Complies/ Complies Comiplies /
XPOMATOFPAVNE HICHbITYCMOTD Cooracicreyey Cooterctayer Cootrercrayet
PAcT20pA NOAKHO
COQTOETCIUCITE Bpﬁllc!lu
yACPAKItAANIA OCHOBHOTO NIKA HA
XPOMTOrpasMe CTaHI2pTHOrO
pacrsopa nynpodena
Domiphen bromide The main peak cetention time in
identificntion/ the chromatogram of the test
[Momnnnnocts poxndens | solubion should correspond (o (he
Gposuna main peak retention timen the
chromatogram of the Domiphen
Bromide stondard solution/ Opesx . .
YACpAIBAIIIA OCHOBHOTD MItKG HA Complies/ Complies / Complies /
XPOMATOPAAE HENLLTYENOTD Caotecicrayer Coorsercrayer Caoteercrsyer
PAZTEOPA ADAKND
COOTDEICTHORAT S BPEMENH
YREPAUDINIIR OCHOBHOID MNka 113
XpOMITOrpaIoie CTAHAIPTHOMD
pacTeopa poxiipena Gpornitna
pH/pl 4.0-45 44 45 44
Density/ Tinotnocrs 1.4 - 118 glem’® 1.16g/em* 1.16g/cm? 1.16g/cm?
04 - §.18 r/en’ 1,16¢/cn’ 1.16rfca 1d6elen’
Sedimentation stabillty /| Suspension remains homopenous
CenisienTaunonnag for at least 4 hours / Cycnening Comgplies Complies/ Complies/
FETOMSUDOCTS 0CTACTCA FOMOTEHHON B TENCHIE Coorsercrnyer Coornercroyer Cootaercraysr
He menrce 4 vacon
Volame of package Mean valume af suspensian
cantent / Q6wem oblained afler measurement of |0 Complies/ Complies/ Complies /
COTEPANMOTY YNAKODKI bolifes should be ot Seast 100% Cootsercreyer Coorserctoyer Coorsercrayet
ond none of the packages should
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RESULT
PEIYJIBTAT
TEST SPECIFICATION Process balch Process batch Prooess batch
TECT CIELHNPHKALNA NPOHIBUACTECHINAR NpOIIBOACTDENHAR (POINDOACTDEN IR
noacepiA floacepiin noacepia
06004335 06004361 06004379
contain Jess than 95% of the
labelled volume / Cpeance
Anavenie obbesa cycnenin,
HORYHEHHOS NP IIMEREHHI
06beMa 1O pnakoHos, A0MXHO
Geers te acenee 100 % it w1t onHa
YRAKODKE 1€ AOMKHA COnEpAATH
sence 94 % ot ofibena,
JANBNEHHOMD HA ITHKCTRC
Thuprofen content / 95mg o (10 mg1n5mlof
KoanecTBeHHOE suspension (95% (v 110% of the
anpenetesue labelled quantity) of ibuprofen. / 101mg 10Img 101mg
niynpodeia ot 85 mrpo 10 urs
o § sineyenenanir (ot 95 00 110 % e Wb o
0T JARBAEHROIO KONNKESTRA)
ubynpodena
Demiphen bromide 0.475 mg to 0.550 mg in 5 m) of
content / suspension (95 1o 110 % of the
Reanyceraomioe labeNed quantity) of domiphen
anpeacncuie J0sgeinn 3 bromide / ; 0.500mg 0.500mg 0.500mg
Gponnaa or 0475 mr 0o 0.550 nra S mmn 0.500s0 0.500mr 0.500ur

cycnemym {ox 95 oo 110 % ot
J0ABIEHHOCO KOMIMECTRE]
aomiigena Gpasiaa

Related substances'/
Moctoponmme napnsech’

4-Ischulylacsiophenane (smpunty
BTS 400653) « nol more then 0.2%
2-(4-1sohuryrylphenyl)propomc
acid (impurily BTS 4221 1)- not
nrere than O 2% Any other
impurily - not more thaa 0,15
Total impurities - not more than
0.5%f
408y Tinaue rodenon (npusiccs
BTS 406551 — e Gonee 0.2 %
2-t4-u308y pingenin)
NPONIOHOBAR KILNOTA (NPIMEcs
BTS47711) ~He Gonee 0.2 &

Al ppyras Npiesh = He

Not applicable ot release/

ICOBITARINE KE NPOBOALITEA NAL BLINYCKE

Goree 0.1 B
€y ava atpissecel = e Goneo
05 %

Microbiological
examination’/Musxpobuo
ROMINCCKAR YcToTD

NMT 500 CFU/ml
Total serobie micrabial He Gonee 500 KOE/Nn
count/
KoanyecTso a3poGnbi
GakTepun NMT 50 CFU/mI

Total comblned yeasts

. | and moulds count/

Kanunsecrno cplifion
Enterobacteriaceas
Pseudonronas aeruginesa

Staphylecoccus aureus

He Sonee S0 KOE/n
Absentin 1 g/OtcyTerenes | ¢
Absentin ) gfOvcyreranes ¢

Absentin 1 g/Oreyretenes i

Caomplies/ CootpescToyer

Date of kst (es1/0212 NOCNBAHErD TECTHPOBANIA

0up2021

Packaging/ynarobka

Polyethylene terephthalnte bottle
with o low-density polyethylene or
a polypropylene cap with a liner
contaning 200 ml of suspension.
Each bottle is supplied with 2
dosing syringe. packed (mo a
canon box Legether with a patient
information leaflet. /

Palyethylene lerephihalate botile with a low-density polysthylene or
polypropylene cap with 3 liner containing 200 m! of suspension. Each bettle §s
supplied with a dosing syringe, packed inlo ucanon box together with a patient

infermation leaflev

MonitatnnentepedmanarHsiil Graxon ¢ Kpsiwkoll 1N NOAIITNNEHL HINKOD
NADTHOCTH 1A NOAHAPONINCHA € NPOKNAAKDN, conepanwni 200 MA

cycnenmim.
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RESULT
PE3IYJBTAT
TEST SPECIFICATION P'rocess batch Process batch Process batch
TECT CNEUHOUKALNA npoiIBoACTDLNINR APOIIDORCTOEHHAR NPOHIBORCYBCHIIBA
noaACepNR noacepis noacepis
06004136 06004361 06004379

Noatsminentepedrartarnsill
pAAKoH ¢ xpriwxon in
nomtImInea HInxoN ANOTHOCTHY
It NORHAPINUREHA ¢
npoxnaaxen, cogepralun 200 10
CYCTEHINM.
Ka#asiR naxon 8 kosMinexTe ca
WNPHUOM = LOKTOPOM, ¥ NIKOBH
8 KIPTONHY 10 KOpo§Xy BnecTe ¢
IHETRYXUSIEN 00 NPIMEREHINO,

Kaxauf GAaKoll b KON RAEKTE €0 WINPHUON ~ R03DTOPOM, yNakodK
KAPTOHHYHO KOPOBKY BMECTE € MHCTRYKUNER N0 NPHMEHEHHKD,

Lubelling/siapxipousxn

Ha nepawsHof ynokapxe
($nakoH) Ha pyceKOM AIKIKE
Y KAILISOT: TOProaoe
HANMEHOBAKIIS NPERADATA €
npeaynpeanTension
MapKiiposkol @, stewnyitapoanoe
1LENATEHTODIHHOS HAVIMEHQDAHIE
1t A0MPADKY, RERADCTRCHKY KO
QOPMY. MOKATAHIA K
npiMEnEnEI;

a[IQKATAHHA K

NPUMEHEHWIO:
v KAPONOHHNK
AKOUIEE
CPEACTRO npw
. OCTPHIX

pecnnparopierx 1a6onesanax (8
TOM YNENE, TPHNNE)

. ZeTCRBX 1HGeKUIRY

. APY IS HRGEKLIEDHIO-
DOCRANIITENbHLIX 3A60ALBANIRN 3T
NOCTARIAMBDYHBIX PERXLIAX.
v OBE360JTHBAIOLLEE
CPENCTRO npu:
. aybuol Ganyl
. roaonnan Ganw,
aprpeint
. HCBPANFiIAX
. Gomit B ywrax
. Goail o repae
Gont npt PacTEHenn
casox, MetuerHol Gon,
pesstatnyeekoll Soai Boatl &
CYCTapax.»,
€NOCO6 NPIMEHEHIR 1 201815«

Jlnx npuesa aHy TS,

* Tonsko ans
KPATKODPEMEHHOMN NDUMEHE HIW,
. Tepen ynotpeGinenitem
Twatenbyo p3BonTallTe dnaxoy.

. Ta0THo oETashTe
MEpibIN WAPHL D FOPABILIKO
dnakoa.

. Nepeeepiting poaxon

BBepX DHOM if ILIABHO NOTERITE
nOpWICKs AKIM. KaBIpas
CYCneiIuo b NPHiu A0 Kyxnaf
OTMETXIL

Tocne ynotpeGnenim
npomofite wnpiu o Tennof seac.

AP H BOND

BOIPACTBEC
LNO3IHPOBKA

HACTOTA NPHEMA

Complies/ Cooteetrcraye?
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RESULT
PEIVJBTAT
TEST SPECIEICATION Process batch Process batch Process batch
TECT CREWISHIKALGIA NPOHIBOLCTOEHIIAR nNpOHIBOACTDENHAR NPOHIBOACTDEHNAA
noacepita neaeeplia noacepii
06004336 06004361 06004379
36 METAULE 576 xr
2.5 mn (50 mt)
z0 3 pas B Teueitne 24
2COR
6-12 secaues 1.7-9 xr
2.5 Mn (50 )
a0 3-4 pn b Teueinie
24 vacos
1-3ropa 10:16xr S wmn (100
Mr) 203 pay A Teyene 24
NaCOD
d-fper 1720xc TSmn (150
M) ro 3 pas o Tenenie 24
4acos
7-9ner 21-30xc  10mn(200
sie) no 3 pan o TeneHue 24
qacos
10-12 acr 3140w 1580 (300
Mr) ro 3 pan A Teusie 24
wacon
NOCTHMMYHH3ALIHOIIIAR
JIUXOPALIKA

1eTAM 3 BOIPACIE N0 6 MECTILCA:
40 2.8 814 (50 sr) npeiapara, | lpn
neoBsoanMectin, ewe 2,5 nn (50
sr wepel 6 vacon. e
npusenente Goaee 5 an (100 i)
n tessniie 24 yacon,

Mlpoon AT TN0CT b NENHIK
ne Boace 3 aken. He npessiuialite
FRANNHY 10 NOTY,
ofizest mpenapata (Ma} o
YNAKOBRE, APCLY NPEANTEABIN 1O
wannich «<XPAHUTL B
HEAOCTYTHOM JANA AETEH
MECTE.», naansicit «OT XAPA
H EONH», <10 8 YACOB., «C
ANENLCHHOBbLIM BKYCOM»,
-Heno.svronnre s evenne §
MECAUCE NOCE BOKPHTIR
hnakoHa », YCHOBIT XPAHENNA,
HAIBaMMIE WL DAPECT Q'IHPMN-
NPOINBRANTESR, AOFETHN
{rpaduxatrect 1a ancanflcom
xipike} GUPMBSBINICALUA
perieTpautionIore
YA0CTOBCRCHIM, HOMEP CCpinl
(«Cepp/LOT»). pary OXOHYIHNA
tpaka roasocTi ivlonen
20/EXPe), rpacpnueckite
INEMEHTLI AIRANHA yOAKODKIL
DOIMIKKO HAMe

BHY TPINPOIMEOACTECHHIIX KODE.

Ha sropiinol ynaxouxe
(XapTOKIAR NAYNA) HA PYCCROM
L1BIKE YRAILIDRIOT: TOPrOEOC
HaIMEHOBBHNE Npenapaac
npem npeanTensHoN
vapaiposkell & (ay Banpyetea Ha
ANCANNCKOM ATRIKE C
npeaynpeatensiof
sapxiposkoh ),
MEXTYHRDPOHOE
HENATEHTOBAHHOS HOINICHOBAHIIC
it poanpasxy {nySnipyerca na
aHranNexos Asike),
nexapcTaeHKyo hopuy, cocTan
(Ha30aHNE 11 COEPHEHIS
AeNCIByOWESD BEWecToa & 3 MA
NPenapara i NEpeclis
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RESULT
PEIY/IBTAT
TEST SPECIFICATION Process batch Process batch Process batch
TECT CNEURGIKALLLA TPONIBOACTBLINIAR « MpOIIBOACTRLIHAR NPOHIBOASTIRIIAR
nogeepus NOACEPHR neacepur
06004336 06004361 06004379

BCNOMOFATENLIIBK BELIECTD),
ROKA1AHILA K NPUMEHEHHIO!

~TTOKAJAHHA K
MPUMEHEHHIO:

v HKAPONOHMKAICLLEE
CPEJICTBO npit:
’ acTpsIx
pecnupatopHelx 1a6onesamux {a
ToMMICAE, l'punm’:)

. RETCKNK WHPERUNAX

. opyrHx nKgexUIONHO:
BOCNATITEALHEX 16 0NnEDEHHRX 1l
NOCTNPIIBIBOY X PCAXIIRA.

OEEILOMHBAIOIE
E CPERCTBO npi:

, 1y finon Gonu
. ranosiiofl Boan,
MUIPERI
. HEBPANTHAX
. Gomi B ywax
. Gonit a ropre
. Goan npi paCTAREHN
camox, mbilueyrofl Gomi.
peosatineckon Gonis, 6oaitn
cy¢Tanax »,
cnocob NPEIMEREHIA H 40T
~CNOCOB MPHMEHEHMA:

LA npiena 81y TpL,
BrisarenaHo (1posTITE
ITHCTPYXLINKG NEPEN NPHENOM
npenapaza Maynentan ¢
nassiwennoh
WYBCTRINEALKOETHIO WENY QRS
PEROMERAYCTCA NPLMHMATE
npenapar 80 epeMs cRst. Toawko
ANA XPATKOBPEMEHHOTD
NPIMEHCHIE,

Mepen ynotpednennies
Tuwarens Ko pIbontanTe HankoH.
[TnoTio BCTABLTE MepPHHT Wnpid
B FOPABIMKD paBxQIn.
Mepeaepnnic GNaKoH BIEPX AHOM
1t IIASHO NOTSHILTE NOPIWICIE
RHIN, ma§iipds CYCNISHIMO R
wnapinu o :ryxmoﬂ. DIMETEM,
TMocne ynatpeGasnita nposolite
wnpny b fennofl eone,

KAP H GOML
BOIPACTBEC
JO3HUPOBKA
YACTOTA ITPHEMA
3.6 mecsusn 576k
2.5 2 (50 mr)
f0 3 pay B revenne 24
4a50D
612 siechues 7.7-9xr
2.5 un (50 mr)
1o 3+4 pa3 s TeucHiE

24 vacon
{-3ropa 10-f6kr 5 mn(iD0
MY Aa 3 pay b TeveHue 24
yacob

AGner  17-20ur 75 ma (150
NF) 20 3 pay & Terenne 24

wacos
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TEST
TECT

SPECIFICATION
CNEUHPNKALLA

RESULT
PE3YJBLTAT

Process batch
DPOHIBOACTBCHHAR
noacepis
06004336

Process batch
NPOIIBORCTALUMAR
noacepig
060043561

Process batch
NPORIDIACTBEHHAR
noACEDNR
16004379

7-9aey  21-30xr  (Omn (200
M) £073 pa o Teneniz 24
Yagpe

10-12ner 3140k (520 (300
M) 10 3 px B TeueHie 24
uacos
NOCTUMMYHHUIAI MOHHAS
JIUXOPAIKA

[Nlesy s poipacte 20 6 MeCKUCE:
no 2,5 311 150 aer) npenaparna. [Tpie
neoBxonnneery, ewe 2.5 ya (50
ur) qepea 6 vacon, He
npusenante Gonee 5 ma (100 mr)
B Teyehie 24 yacos.

MpononATERLHOC Th AEYENIL ~
we Gonee 3 uvefl, He npessrwalire
YKATAHHY'IO AO3Y.m,

ofiven npenapata (Ma) &
¥ MAKOBKE, NPEIY NPEAITENLEY IO
Haannee « XPAHHTL B
HEJIOCTYTNHOM jUNA RETER
MECTE.», voannest «OT KAPA
M BOJIHn, «c 3 mevaussn, « 4O 8
YACOD», «C
ANENLCHHOBEIM BKYCCOM=,
«C MEPHLIM ILMPUUEM=,
»Ge1 caxapan, nBe1 kpacuTenciis,
«C DUSNBCHHDBBM HKYEOM®,
AHYPOWEND JUIA ARTEH
ordIknact oGeaboninatoulce,
Aapanoini4atonee it
NEOTISOB0CNAN T CltbYIOL
NERCTUNR. », CRAGINCCKOR
AraBpaRSINe WIpILA ¢
waunmesto ~NUROFEN=,
wHenoarionats B reterite §
MECRUER NOCNE DCKPHTIA
PAIKOHA.», YCA0BIS XPIHEHIIE,
FENOBIR OTNYEKN, HRIBANIE 1Y
anpec duprs-ApoINONITENS,
norotn (rpahikas TeNCT HA
AMEMINCKONM RIBIXE) IIPABLe
BRACE/LUA PEMIETPALIOINHOTO
YROCTAREPEHIIA. HOMED CCPIT
{«Ceprw/LOT ). zaty
INFOTOANENITA
(«Hiroroeneno/DOM»), aary
ROHMAKIK CPOKA FOANDLTI
(«loneH A0/EXT), vonep
FericTpauiioHHoro
yAUCTOBEPEHIR, WTPIN-KOD.
rpaduecxie 2nementel ainafima
YAAKOBKI, BOIOAKING HAINYILE
BIfy tPINPOINAGACTOEH HBIX KORDE,
BOIMONILO HAMIHKE KOUTPONA
NEpROro ACKPSITIIR HA HINKHER 31
BEPXHEA KAANANDN BTOPHYHON
¥ NAKOBKI

Jlonannirensko Ha Y ROKOBKY
MoXeT 41Tk HaHECEHD
MIOPMALILA ANK MOHITOPIHIR
ABIACHILA AEXBPCTBCHHMX
npenx;u!on ot HPU'IIWO-'HIIEHI no
Koxeyroro notTpeburen.

Storage:/Yenanng
xpaHenns

Manufacture /
flponIinoanvent

Do nnt siore ahove 25 *C/ [pi TemnepaType ne anune 25 °C.

Reckirt Benckiser Healtheare (UK) Limited, Dansom Lane, Hull, East Yorkshire, HUS 7DS, UK / Pexinry
Benrmep Xeackop (Beankofpuranns) Jusirea, oncon Jdeflw, Xann, Her Roprwng, XKO8 7UC,

Beanxofpunrannn
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T hereby certify that the above informalion is authentic and accurate. This batch has been manufactured, including packeging,
{abelling and quality contro! a1 the above mentioned site in full compliance with the GMP requirements of the local Reyalatory
authordty and with the specifications In the Marketing Authorization of the Importing country. ‘The batch processing,
packaging ond analysis records were reviewed ond fouad o be io compliance with GMP. [ confirm that this batch of medicinal
product conforms with the registered QC specification of mentioned Normative Document for the paramelers tested.
/Huctoswnm A noarsepwaais, 4Yo 1GOpMAUIA Bhiwe BEPHAR 11 Tounan, [aHHAA CEPHA AEKAPCTBERNOTO Npenapara
jtpomIBenens, BRAIONAR YRAKOBKY, MAPKIIPODKY Il KOUTDOAb KAYECTDA HA BhweyKM 1AM NpOIIBOACTO MO nAowanke
B oaHoM coovpercrntit ¢ GMP TpefoRBHIEMI MECTHOTO JAKOHOABTENBCTBA  3aperncTphposantoll B crpaie narnvcnns
eneuudiunaunell, 3aanc NO KPOUIACACTRY, YIAKDAKE, KOATPOIO KAYeCTSA Guumt nponepea HA APEAMET COOTBETCTHIR
GMP, A noarsep:aaio, 470 RHUAR CePHR ARKAPCTBENNOTO MPENAPATA COOTBETCTBYIOT cnewlGUKALINL yRAIBNMOT DLILIL
HOPMATHBHO( KOKYMEHT AW (10 TPOBEPeINbIM NOKAIATE/IAN.

Date of relense: [ & fEThtie s . _ Qualified Person:
Date of CoA isyue if different from date of Ynoanosouennoe Ao

relense: ? i
L. I S s %?1 SR——

" 1n the *Quantity’ eell the unit of measurement 1 cases. | ense contains 12 cansumer units/B rpade uKonitiecTaon enittite  13MEPEIH RDAROTCR
kopoba, 8 0aKos kopobe HaxonHTE |2 noTpebITENLCKIX YNaKOoBKIL

! This parameter may be absent in the manufacturer's Certificate of Analysls for the final product as il is nol tested in teema of the batch
telease The company guamatees quality in lerms of this pammeter. /MokanTens Moxer 0TCYTCTBORATS B cepTindikate aaNInNGa MpoinsoanTeEns,
TOX KIX KE ONPEASNRETER NPIt BMMAYCKe cepit. DIPLA MPIUTISPYET KAUECTRO N0 AARHOMY NOKBIATENK,

! Specification for the Microbial Quality paromeier 1s presented In sccordance with the cequirements for stondardisation of this dosage
forrn in the Russian Federmion. This parameier may be nct included in the manufaciurer’s Cemtificaie of Analysis a5 it is tested for the fimst three
bolches manufaciured of for each lenth batch manufaciured or at feast once 2 year. The company guarantees quality based in teems of this parameter.
/ Hopha e noxajarenns «MikpaGiionorsiyeckas yiuci0Tas NPIAENEHE B COOTRETCTAIL C TPEGOBAHINAMI. NPSIBABMACMBIMII K CTANRARTINALI
aannoll nexaperaenHofl dopyu 8 PD, [Toxaiarens NOWET OTEYTCTA0BATS B CCPTHOIUKATE BHAAING NPOIIGOAHTENS, T2K KAK OnpSmensHie
NPOBOANTCA 1 ﬂepnm! IpeX RPQINBeNEHHNX CepllaXx Ml xawach pecsian RpQII‘IBCACHHDﬂ CEpUI 1AL KAK MITHIMYM 0JIH pa3 8 rod. ﬂmpua
FAPAILTIPY LT KARELTRO NO AAHHOMY ROKAIATEN IO,




