Hau arpoBareo Nt

O-CTI-06-203

OPUTHAJIOM

Ceprudixar cepii 1iKapcsKoro 3ac00y
AnTHMIirpes-310pon’si, TabNETKH, BKPHTI NJIBKOBOIO
oGos10HK0I0, Mo 100 Mr Ne3 (1x3), y 6aicrepax

Magpa npenapary:
Y

Kpaina-supodik:

Yrpaina

PecerpatitHe HoCBinuesL: Ne UAJ3947/61/01
Chna gl aKrasaicTs: Cymarpuoran 100sy
Hixapewka hopma: Ta61eTKR BRPUTE 060J0HKOIG
Po3mip Ta THI NAKOBAHKA Me 3 (1x3)y Gaicrepax
Cepin Ne: 3221024 ¢
Poamip cepil: 10 350 ynaxonow
Jiara aupoluuurse: 2211002024
Tipsaaruuii no 01102027
Tlinsusnd 3 supoluuuros: iex 5 supoCHMITEA TBEPANK JIKAPCLRUX ancobin
[ TOB "®apmexe 'pyn”
i 08301, Yipaina, Kniscsxa ofaacts, micto bopsonine, BYJua [Hieguenxa, Gyaanox 100
Sl 2 KOHTPOMO AkoeTh  Binali wourpomo siocti TOB " ®apmere Mpyn"
08301, Yikpaina, Kulscoka o6nacts, Micro Bopmeniin, synuus Wenvueuxa, Gymsmor 100
Tiuensisn #a BupoSHBUTED cepin AB Ne 598016 pin 04.12.12 p.
giﬁ;““p”‘m BLAMOBIIHOCTL oy 42/2022/GMP ai€ a0 21.01.2025
[N flokasuur arocTi Bsemorse MK Pesyaprat
1 Quue TadacTin, BKPHTI NNIBKOBOIO 00UAGHKOIO, Ginoro 3 Tabneri. BEPHTI TNIBKOBOI
FKORTYBATHM BITIRKOM KOJBODY SBONOHROK). HLAGTO 3 AORTYBATHM
BLITIHKOM KOUROPY
2 Taenrudikauis:
cynampunman VapTpadicaeToRRA CHERTD TOTNHHANHA sUpOOOBYBAHOTG
posanny (D), IPUIOTOBAROIO Y posuini “Kinpkicne PIT: 28213 H
RHaRauenis, Meron 17, 8 obaacti Big 240 1M a0 320 an Mac
pianoniaaTs YO-CnexTpy nOMHHaHHA pOIHiHy 3
CYMATPUNTARY CYKLIMHATY BP: 282107 nm
cyMampunma Ha xpoMaTorpasi BUnpoGYRAHOTO PosHUiLY (a). QUEPHEHATO y|  HaxpoMmaTorpami skipulyseHoro
posaini “KinbRIiCHE BASHAYEHHS, METOM 2" MAC YTPHMYBAHHA POTUHY (@), QUEPKAHOTO Y pozi
YT CYMATPHTTTARY MAE CRIBNAJATH 3 JaCOM YTPHMYBALHA "CinbiicHe BHIHAUEREL, seToa 2 vac
MiKa CyMaTPUITTAHY HA XPOMETOrPasi po3HiHy 1OpIBHAHKSE YTPHMYBAHIS NIKA CYMBTPHITTARY
CIUBMAAAE T HACOM YIPHMYBAHHA NiKa
CYMATRHTITAHY Ha XpoMaTorpami
POIMHHY NOPIBHALINS
Tumany dioxeug (1 171 3aGapanenns s CBITIO-KARTOND 40 HKOBTO-OPAIDKERATO JaGapBAeHHA KORTOTO KOALOPY
KOALOPY
3 Cepeansi Maca 3100 mrt 5%

Big 294,35 M n0 3235 mr

SO ur

\ .fg:tt ey i Baiom
- 18 of
EN) '

GOMTIIOK 27

ALK
i

4 [Possmannng He Glapme 30 xn Rianosinac
5 |Kpemuio gioxen
xonoimunit Gezsogunit i He Sinptue 2,0 % 1.2 %
THYANY MORCHS
6 1Cynponinui gomimkn:
He Simwwe 0,75 % (1,83
He Ginsiue 0.3 % 303 %
Gy £ (He Siapime 0,75 % 0,07 %
poiwra I abo &';rffb\}{g‘% Ve Binsine 0,3 % 201 %
: v{x:é%lk}tiypyg@ia X?;Is(i m}v filra
\ t\-‘,‘.{d&f})}jﬂijg@}fﬁflﬁ .'()’g.‘}litg %, |He Siase 2.0 % .12 4% .
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floxazan AxoCT Binors MKS i Peayarrart

7 I Pe3usHeHHE KinLKICTh CYMATPHITARY, WO Nepeftiuig y pogilH 4epes 13
XA, MAT BHPPHMYBATH HACTYIIH BHMOMH (

He MEHIIE 85 %6 aitd xowol 3 6 Talhineror (pipeHs Si).

- COPEiHE JHAUCHHS He Menille B0 %G Ta 1e HOBHHEO Gyra
AeoroT TafaeTian 3 CTYNCHEM POSHHRCHER MCHUR 03% aan 102 Y
12 vafiaeron {pisens ;)

cepeie aHavels e Mente 80 Yo Ta ue Ginvue 3 Tafneror
5 CTYTEHEN POFHHREHHI MEHile 65 %6, He MeBHEHO DyTH
soaHOT Tabiterion 31 eryneem posannenss 35 % s 2
ralneror (piscees S

& [Oawopiasicrs sozosainey  TIpRiidibie 91010 MEHIEE abo gopisame 15

1
s

0 MHHIL
5 DMixpoSiosorisns wnerara |[Kpwiepii npuiHETHOCTE
Jarahie Hiicao acpelunx sikpoopranisds (TAMOC): ik

z
WO/

merme 10

JaransHe ¥ACAO APLAIRORIX T nuriceresnx rpubin (TYMCT:
107 KYOir

Eaeherichia coli siaeyrnis L BIACYTHI

weHwe 10

G | RUILKICHE BE3HTeHE Baicr & oadilt rabnerul
NS08 " G717 wr

: Bin 93.0 sroao 103,00 Mp
LOYNMATPHOTARY )

11 |Haxypauis YV pIENORLINOGTT 3 REMOTaMI MK Biarnosinae
{2 |Maprysaung W sionosianoct 3 awmarany MICH Binnorinas

36epirary 1 opurinaneHif yrarosl nps re Mreparypi He BrInE 25 OC . 36epiraTi B HEAOCTYIHOMY 235

i3 | ¥asows sBepiranus NS
sredt micai,

Bscuosok: Risntounizae nimoras MES zo PIT Ne UA/Z947/01/01 Bin 25.06.2015, smini Nel six 31.10.2019,

sarint Ne2 min TRTLZUZ0, 3nmind N3 BL{{ 1507 3021, awind Ned iy 004.05.2023 Ta 3nmsini Ne3 Bin 11.12.2023

Koserrapi:

A

AT R

Jatiipe]

Hayaapmex BEA Biaan PO

ﬂi '1 l’ldly

Ll 0 sacindayi0, U0 HaBeaeHa siuLe ivdopManin ¢ tocmmpmno i TouRo0. LI cepit npoykui! Syno anpolneHc {BRI0HaK0MI
HARVBAHH MADKY BRHHA ] TR [IPOBEHCHO KOWTPOIL 1T aKOCT] Ha BHUIEAsHAMCHTT ALIBIAUT Y nospif slanosinnocti 3 sisorasi £ Gap,
TAHOBICHIMY MICUERHM PECYINTOPHEM OPLEHOM, & TAECH RIANIORIRHO A0 crienudiKati, 10 MICTATLER ¥ PEECTPAULIHOMY A0CHE.

pOTOIﬁOﬂl~§ BK[JQL‘!E“)I%UTR&. TIZKYBAHNS T3 &K anizia l>‘v'“l() MEPCIIANYTO TR BUTAROBACHO manommum OGP,
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AdTa

_,,o""v
TOH ebppreke Ppyns Bracmek Group, LLG
T 20 150, Shavehaaka S0,

o, BEIECL Y Buoryapit, HB3R0. Uk

1Ry 10<4uy Q%1 39 NG preow +30 {041} 36Y 1815
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s BAROBNATMO Nku

Ha3pa npenapaty:

KpatHa-supobuuk:
Peecrpantifise nocsinuenns;
Cuna giVaxrusnicrs:
Jlixapenka popma:

Possip Ta ten nakosauys:
Cepis Ne;

Posmip cepii:

Hata supoBunuraa:
Npagarueit no

AibRpi 2 RupoGrELTEA:

Hiasnsui 3 kourpomo axocri:
Jliuensis va BupoBunuTRO

Ceprudixar siumosinnocti
GMP

@-CTI1-06-Ne3

3rILHO™E ?32
OPUTIHATION

Ceprudixar cepii ixapesxoro 3aco0y
Anrumirpes-3nopos's, Tabaerku, BKpPHTI IIiBKOBOIO
o6ononxoro, mo 100 mr Ne3 (1 %3), y 6aicrepax

Yupaiaa

Ne UA/3947/01/01

Cymarpunran 100mr

radiierky prpaTi 06010HK0I0

M 3 (1x3}y Sricvepax

3251224

10 580 ynsxonxn

11/12/2024

01/12/20627

Hex 3 BHPOSHANTES THEPANX JIKAPCLKAX 3ac061R

TOB "®apmexe I'pyn"

08301, ¥xpataa, Knlscera obutacts, Micro Boprenins, Byamus Wenwenxa,
Binuin korvpome gxocri TOB "@apmexc Fpyp”
08301, ¥xpates, Kulsceka ofaacrs, micro Bopucuing,
ceplu AB N 598046 Bix 04.12.12 P

Ne 042/2022/GMP aie po 21.01.2025

Gymaaox 100

pynuna lenwenka, 6yqumox 100

Ne nin Hoxasunk scocri Busmorn MK _ Peayartar
1 Ounne Tabnerxy, sxputi nrisxosoo ofonoukow, Binoro 3 TabneTky, prpaTi nniBkoBOID
HOBTYBATHM BIITIHKOM KONBODY 0600RKOI0, BLIOTO 3 WMORTYBATHM
BIATIHKOM KONLOpY
2 lnesredixcamin:
cyMamprrman Vastpadioneronuit CIIeKYD NOrnHHaHHs aunpoboBysakoro PIT: 28201 uwm
poaurHy (b), nprroToRanoro y posaini "Kinskicse
BH3HRMCHNS, MeTOR 1", B 06nact! Bix 240 uM 2o 320 ua Mac
sianosinarn YO-cnekrpy normaHanms posashiry C3 BP: 282,01 um
CYMATPUNTANY CYKUMHETY
cyManmpunman Ha xpomarorpami sunpoSysartoro posuuny (a), onepwanoroy | Ha XPOMETOrpaMi BRUPOSYRAHOTO
posaini “Kinskicre smanavenns, Meron 2" ,58C YTPHMYBAHAL PO3YHHY (&), ONSPHAHOIO ¥ POIAiA]
K4 CyMATPHNTAHY Mac CIIBIATATH 3 4aCOM YIpHMyBanHs "Kinekicne susnavenns, Meron 2", vac
TiK3 CYMATPHITRHY HA XPOMATOrpaM] POIUHHY NOPIBHANHS YTPHMYBAHHA NliKa CYMBTPHIITAHY
CUIBIANAE 3 HACOM YTPHMYBaHHS Nika
CYMATPHIITRHY Hi XPOMATOrpaMi
POSYHRY NOPIBHAHHY
Tumany dioxeuo (E 17 1) 3abaperenus Bin citno-KoOBTOrG [0 AOBTO-DPAIKEBOrO
3aGappreHEs KOBTOTD KQnpopy
KONBOPY
3 Cepeann maca 310,0 mr + 5%
Bint 294,5 Mr 210 325,5 r 210.9 wr
4 [Posnanameg He Ginsie 30 xp Biznosigae
§  [Kpemnio moxeny
kono¥xmait Sesnonaut i He Ginpuge 2,0 % 1,0 %
THTRAHY HoKcay
6 1Cyuposinpi nomiorics:
He Ginsiue 0,75 % 0,07 %
He 6irstre 6,3 % HE BHARIEHO
3\ He Sinsime 0,75 % 0,0 %
214e Ginpie 0,3 % 0,005 %
e Ginpe 2,0 % 0,08 %
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- ey py BIOR AT D,
N ol Hoxazmak sxoeri Bamors MKH w1 Far

7 |Posuunenns Kinbkiers cywatpuntany, 1o nepeiuraa y poswis yopes 15 WU T ATTON
XB, MAt BHIPHMYBATH HECTYNRI BHMOIH (Q=80%):
- He sere 85 % ans kowHol 3 6 rafierok (pinens Sy).

- Cepeane snavenns e menme 80 % ta e nopuuno GyTH
HOUHOT TaGACTKR 31 CTYNIEHEM PO3URHEHHR MeHwe 65% as 101 %
12 rabaerox (pinens S,)

- CepeiIne 3navenns ue Mente 80 % Ta He Giaswme 3 TabacTox
31 CTYTICHEM POSURHEHHS Mene 65 %, ne nosaHHO GyTH
KonHOT Taferkn 5 crynenem poswntensa 55 % aa 24
Tabnerox {pinens S,)

8 |Onmopinmicry aososampx Tpuitvansie wieno Menwe abo zopisHwe 15 56
oHERNE
9 [Mikpobionoriama amcrora Kpurepii nprttasrrocti:

3aranshe wneto acpobisx Mixpoopranizmia (TAMC) : 10?

KYO/r Mene 10
Jaranpie wnono ApiRIKOBIX Ta maicenenHX rpubin (TYMC) ,
107 KVOIr Menme [0
Escherichia coli : nigcytais 1 1 Blacyrsi
10 [Kiasxicae sysnavenns: Bxicr B onuitt ratneyi
CiaH53 N5 0,8 . 97,2 Mr
aHyN;0, Bia 95,0 Mr 10 105,0 mr !
(Cymarpurrany)
11 |[Haxysenns ¥ signosinuocti 3 sumoramu MKS Biznosinae
12 |Mapkysauns ¥ sigmosianocTi 3 suMoramy MKSI Binnosizae

36epirath B opuriHanskil ynakosui HpH TeMnepatypl He swe 25 °C | 36epirary p HCROCTYITHOMY 1R

13 |Ymosu 36epiranan ; L
alrelt micnd,

Buestonoi: Binnosizac samoram MK no PI N UA/3947/01/01 sin 25.06.2015, 3nsini Mol Bix 31.10.2019,
smiai Ne2 ix 15.10.2020, 3vdni Ne3 Bin 15.07.2021, smini Med pin 04.05.2023 1a smind NeS Bin 11.12.2023
Komenrapi: R —
Havanuunk BIS; Binan PM, ' ,:/f‘;,w ’ S i
.n,iuxnuc‘ : aara

Lliv 7 3aceiyio, mo nasesena BHie indopmania € aocToBipro T8 TowHOW, Lo cepizo nponyxuii 6yn0 Bupobaeno (sxmovaious
NAKYBAHHA/MADKYBAHENA) T3 NPOBEICHO KOHTPOh 11 skocTi Ha Briiéiasnayenis HinbHAN Y TOBHIN BiATORIZHOCT! 3 BHMOTAMH GMP,
BCTAHOBAEHHM MICLEBHM PCryATOPHUM OPTaKoM, & TaKOX BIANOBIAHO 1o cnemdixanil, 1o mictatees ¥ PEECTpRIIEOMY N0ChE.
TIpotorons supobuu UTBa, NakyBAHNHA Ta ananisis Gyio TIEPErNARYTO TA BCTAROBNEHO BiAnosinicts GMP.

e g v
ViosHoBakeHY 0coba: Mosoms AR, R i
nara

TOB «Tapraone Fpyns Pharmex Group, LLC

byn, Weauerxa, 100 104, Shavchenke Ste,

Bopmening, 08300, Vrpaing Boryepit, 08300, Ukraing

s 438 (044} 301 19 19 PhOOBL 43 (044) 307 19 15

danc: +38 (044) 391 19 18 tax: +38 (034) 391 1918

e-mull: info @ pharmngx.com,ur o-mall info @ prarmaex, com.ua

"KOPIIOPA Ly
"BHOPOR s
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1A pupotnacmo ik

Flaspa npenapary:

TCpaiua-pHpobH:
Peecrpaujitie nocsigucuig:
Chna afifacoiniicr:
Jixapooka dopsa:

Poamip va T nakonaHual
Cepin Ne:

Po3mip tepii:

Jata supoferursa:
Tpraarkait 1o

Jinstmii 3 supoBumnirea:

Hinsauni 3 KORTPONIO IKOCTI:

Jliyenais na erpobuyyTso
Cepmidirar vinnosignocti
GMP

3

DCTHJ6-Nud

crop. 1ia2

3T1AHO 3
OPUTTHATTIOM

Cepruirar cepii sixapeniroro 3acoly
Anrumirpen-310pos'st, TabaeTKH, BKPATI MIIBKOB OO
oGoTonKo10, Mo 100 mr Ne3 (1%3), y Gaicrepax

Vrpaina

Ne UA/3947/61/01

Cymarpunran 100mr

TafacTiu BRpHTI 000n0HKOM

Ne 3 (1%3) y 6nlerepax

3241224

1D 800 ynaxoBxi

11/12/2024

DL12/2027

Ylex 3 pipobusnTea THEPANX JiKAPCHKNX 38000610

TOB "®@apmere Ipyn"
08301, Ykpatia, Knfsckia obaacrs, mievo Bopienink, synuus Wepvenxa, Gymtnor 100

Bianin wonTponw axcer] TOB "Orpuere Ipyn'*
08301, Yipains, Xaisesks 0facTs, Micto Bopuenins, sy [Keavenka, Gyanox 100

cepin AB Ne 598046 pig 04.12.12
Ne 042/2022/GMP aie no 21.01.2025

Ne m/n

Torcamig axoeTi

Bumorn MK Peayanrar

1 Ooue

TalnreTkH, BKPHTE RAIBKOBOIO
aGononKole, BiNaro 3 KOBTY it
BIATIHKOM KOIbORY

Talnetiy, Bxputi NAiBKEBOI0 0GONOHKOIO, Giaoro 3
SKOBTYBETHM BIATIHKOM KORLODY

2 |Iatsrudircenin:
gyNampunian

cyMenpunman

Tumany dioxeud (E 171)

Yaprpadionetosuii cnextp norniHaHHA BEIPoBOBYBABOTD P: 28292
posurry (b), npyrotosanore y posaini "Iinkkicue '
sHIHAMENHS, MeTox |, 8 ofaacti pia 240 By a6 320 uM Mac
pignosinatn Yd.cnexrpy noraMHankg posusny C3
CYMBTPHIITAHY CYKLHHATY

Ha xpoaarorpasi sunpoSypanoro posyugy (3), oaepxanoro y
poanini "Kizpkicie pusnasenus, Meton 2°,4at yTpHMYy BAHHA
RiKa CYMATRHIITARY MAG CNIBNAAATH 3 YACOM YTPHMY BAHHS
TiiKa CYSATPHITTaNY Ha XpOMATOTpaM] POIUHIY ROPIBHAHHS

BP: 28291 nm

T xpoMatorpanii sunpoBysanoro
poauniy (a). GRepHanare y posxini
"Kiapxicne puansveqin, metoy 2", qac
YTpHMYBans oike cysMarpriTany
CMIBHALAE 3 YACOM FTPHMY EAINN 1K
CYMATPHNTAHY HE XPUKATOCpE:
POIYHILY TTOPIBHAINIL
3abapoaeHns Big CRITAO-IKOBTOrO B0 HOBTO-OPAHMKEDOTO

KOABOPY

3a0apacHHA JKOBTOrD KIbOpY

3  |Cepenmsa Maca

310,0 Mr £ 5%
Biz 294,5 s o 325,5 mr

309,5 an

4 |Poamazamist

He 6inse 30 xs Binsopinat

5 |Kpesniw sioxccnx

rosotnmii Bespogunii i He Biasme 2,0 % 1.0 %
THTaNnY AIOKCHN

&  (Cynponiaui nominku:
dostit He Ginsne 0,75 % 0,07 %
ooMi] He Binswe 0,3 % HE BRABICHO
roxfis] & Ginswe 6,75 % 0,01 %
doMpaka £ abo Bydu-ae #la Ginpiwe 0,3% 0,004 %
neidiaha @%%b?)%!%& i

L1 O

L m:‘% i GOMILLOR, Jiie Giave 2,0 % 0.03 %
aRAO
A4 ma H, B
domirox

Dmaudd o/t 85 4001 aons
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clop. 232
Brnors MEKA g ey LEIYIETAT
KinnkicTs cyMaTpHATANY, o nepaftuuna y posuns vyepes 13 SRy o

7 |Poswmiennn
X1, Ma€ BHTPHMYBaTH HACTYRH] BUMOTH {Q=80%5): OPM r! H Aﬂ OM

- He MeHlne 83 % ann kosxuol 3 6 TabaeToi (pisens S ).

Ne n/nt Doraznk smeoeri

- CEPRIHE 3Havea ie Merute B0 % Ta He nosHHHO GyTH
skonuat TaNeTky 3i cTynedes posuMHEHRY verwe 65% ang 99 %
12 raGneTok (piseHs Ss)

- cepenHe Inaveris He MeHwe 80 % 1a nie Ginnue 3 Tabaerox
31 CTYnEHCM posunIieHs MeHWE 63 %6, He RoaHuO Gy TH
woaHoT TAGKETRY 31 cTynencM posunneHna 55 %6 ann 24
Tabnerox (pioeHe Si)

8 |Ozmopiamicry goronanax  [TIpuliMansne uucno mexwe abo gopisnioc 13 29
ORUHIILS ’
9  |MikpoSionorivua uncrora  |Kpuvepii nphfinatyocti:
3aransue uHCno 2epobrux sikpoaprauismis (TAMC) : 10°
meHwe 10
KYo/r
3aransHe YRGIO ApIRDKOBHX Ta niicexendx rpubin (TYMC) RO
: 1* K¥YOir
Escherichia coli ; sipcyrein 1 . gidcyTH
10 |Kinekicue pusnavuenns: BuicT 8 opuili TabneTi
C1sHyN;0,8 . 98,1 mr
AR Bix 95,0 Mr g0 105,0 mr
{cymarpnmeany)
11 |Maxyranun Y signosiguocti 3 pusorary MICI Biunosinac
12 [Maprysaunn V¥ pianozignocti 3 snvoramys MG Binnoninec

36epiratH p opurinaneyilt ynakonui npy remneparypi He sHue 25 °C . 3Bepiratit v HodocTyHOMY 1A

13 (¥sionit sbepiranns i, o
Aarveti micui,

Binnosigac simioranm MK no PO Ne UA3947/01/01 nin 25.06.2015, asrini Mol min 31.10.2019,

Buchopox:
amini Ne2 nin 15.10.2020, amini 323 g 5.G7.2021, amtini Ned pig 04.05,2023 ra 3mini NS min 11.12.2023
IConenTapi: _ e
Hasanbiik BES: Bimau P.M. AL Aot LOEG
fara

LIns 5 3acninuyto, wio Hasegena asine indopmauin cnoc‘mnlpn;ib'm 'rownmo. L(ro cephio apoayKull 5yno BHPOBAENO (BKMOUAOHH
(IAKYBAHISYMAPKYBOLIS) T8 NPOBEACHO KONTPONS T NEOCT HE msu;eaasnmremii ginpkuwl y noaHif BUINOBILHOCY 3 BIMOTamK GMP,
BCTOROBEHHMI MICUEBHM PCryARTOPHEM DPranoM, & TAKOK BIANOBIMH0 A0 CREUNJHXaNIH, 110 MICTATLEH ¥ PECCTPAUITIIOMY A0CH .
IMpoTaxony sHPOGHHUTRA, NakybanKa Ta aHaisia YN0 NEPErNAHYTO TE BCTAHORICHD Bignosianicts GMP,

YmoBroBazeHa ocoda: Mozoms A.B. L ol 2O
<olinye asra

TO8 -@aprake Fpyns Pharmax Graup, LLC

Lyfn. LECastrn, 100 104, Shovenonka St

Bopivatinu. OR300, Vagsiia Boryspl 98300, Ukr:lirlu GP ‘ﬁ'ﬁ?"f F- ‘-- i -« e e,
2 .‘.-...,. oo SRR

NS S48 {0A4) 38 10 18 pngant <37 {D44)NAY 1919 EOSBG' "tj“'i'r" ' .

s i

fax: -39 (0&4} 391 tu 18
A=t NG5 Pt com el

thune =28 {022) 201 1218
ammutit: anlo 2 phi et s
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