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Hadip nnacrupis meanunmx Gakrepuumanux No 20 (Ha TKaHWHHIR e1acTHUHIH OCHOBI 25 mm

(MM) x 72 mm (MM) - S wr.;

Ha TkaHWHKIFE ocrosi 19 mm (MM) x 72 mm (MM) - 5 WIT.; Ha

nosiMepHiN 0CHOBI BopoCTIHKMiT npo3opHit 25 mm (MM) x 72 mm (MM) — 5 wT.; Giryphuit

Ha TKAHMHHIN enacTHuHii ocHoBi SO mm (MM) X 45 mm (Mm) - Sw.) [nacTup asase codoro
. . , T . !
CTPitKY TKAHMHKM Ta MOJIMEPHOrO Marepiany, Ha OLHY CTOPOHY AKOT PIBHOMIPHUM LLIGPOM |

HaHEeCEeHa NNACTHPHA Maca | NPUKPINACHUI NMPOCAKHY TUH AHTHCENTHKOM TAMIOH HETKAHOTO
MaTepiany. Ta 3aXMCHY NJiBKY., sika MOKPUBAC BCIO KAEHIKY CTOPOHY CTPIUKH 3 TAMITOHOM

Hafimenyaanis
HOKAZHHKIB

Bucnosor

SOBHILHMIT BUrAS,

Bumoru TY PesyanbraTi BHIpobyBans
Ha nosepxui nnactupy siacyThi
3riano sumoram TY n.3.2.1: n.0.5 SMOPLIKH, JINTAHKH Bianosinae

3a0pyAHEHHS, CTOPOHHI
BKJHOUEHHS

" Posmipy

45 mm (MM)
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CHponyna 14 ma1epiang
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JAEPAKABHA CIIYXKBA 3 JIIKAPCHBKUX 3ACOBIB
TA KOHTPOJHO 3A HAPKOTUKAMMU y m. KUCBI

npoe. Haaii Ceitnuunoi. 3. 02099, ten. (044) 295-26-85
E-mail: dIs.kyivi@dls.gov.ua, Koa CJIPIIOY 37079055

BUCHOBOK
Npo AKICThL BBE3€HOro B YKpaiHy JIiKapcbKoOro 3acody

17.07.2025 v 35534/25/26

MEPOITEHEM-BICTA

(HAHMCHY BANHA TTKIPCHEOTO FICO0N U0 § PCOC TN HOCKE 1CHiss )
NOPOINOK /LIS IPUIOTYBAHHA po3auny JLis in'ckniii no 1000 v 10 ¢paakonis 3 nopomkov y
KapTOHHIl Kopobti

(POPMA BHIYCRY. JLO3Y BATISL B TIREY BATTH JTKAPCHKONO $ac06y )
Howmep peectpauiiinoro nocsiauenns UA/16112/01/02 crpok aii pecerpauiiinoro nocsiatuenns HCOOMEKCHHI
Cepisa nikapcbkoro 3acoby Ne 25J02992 KinbkicTh BBE3CHOrO Nikapehkoro sacoby 1280

Bupo6uuk ALIC JIOBDAP C.I1.A., Itanis

(HaiMeHyBaHHA BUPOOHMEKA JIKAPCHKOI0 3ac00y. Kpaina NOXOAAKCHHNA )

TOBAPUCTBO 3 OBMEKEHOIO BUINMOBILAAJIBHICTHO
"BYCT ®APMA", inenr. koa: 44107410

Beeseno B Ykpainy

(naiimenysanng ra ko1 3a CJAPTIOY opiinanot ocodn ado npissmie. is's. 1o 0arskosi (i prmoi
OCOOM = NNPHOMITA. T MICTE IPOAMBIS 1 PCCCTPattiiinidi nosep o0 IKOROT KAP TR 1N TR
NOJTRIR 00 CCPIs T HOMEP 1IcnopTa)

MpoTokon Bisyansuoro konrpomo sin 17.07.2025 Ne 2570/01.10-25/3.

3a  pesyJbTatamiu  JICPKABHOIO  KOHTPOMIO  BCTAHOBIACHO. 110 JKapehknil  3acid  seeseno B YRpainy

AOTPHMAHHAM BHMOI 3aKOHO/IABCTBA LLO/O 3a0€3NEUCHHA AKOCTI ATKAPCHKNX 3aco0iB.

57 2 Biktop MAXHOBEI b

(niznme) (iiiaim ra npisBuIIe)
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ACS DOBFAR

Sede Lepale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www acsdobfar 1t - ammmmstrazione(fipec.acsdobiar 1t

Tel. 02 90693 .1- Fax 02 9064566

Mamufactured by ACS Dobfar 3p A - Nucleo Industnale 8. Atto 5. Nicold a Tordino (TE)

CepTudikat BignoBigHoOCTI

HalmeHyBaHHA NPoOAaYKTY:
MEPOMNEHEM-BICTA nopoluok Ang npuroTyBaHHs po34nHy ang iH'ekudin 1000 mr y conakoHax Ne10

KoHueHTpauia: MeponeHem TpurigpaT ekBisaneHTHuin 1000 mr MeponeHemy

INikapcbka dopma:
CTEPUNbHUI NOPOLLIOK

Po3mip i TN ynakoBKu:
10 dhnakoHis no 20Mn y KapToHHIA Kopobui

Koa npoaykty ACS Dobfar / Cepis: F1001288 / 25J02992

KpaiHa-imnopTep: YKPATHA

Homep peecTtpauinHoro noceigyeHHs: UA/16112/01/02

LOarta BurotoBneHHsA: Jliotuia 2025

TepMiH npuaatHocTi: Jllotrin 2029

KinbKicTb BUNywWeHUX oaMH1LUb: 6016 ynakoBok

PesynbTatu aHanisy: [JuB. gogaHuii cepTtudikat aHaniay, euganuin 01 nunHs 2025p.
OaHi npo cupoBUHY/NPOMDKHUIA MaTepian:

Cepia: 25J01697 Kopn: F3000563

Ha3zBa Ta agpeca BUpoOGHULTBa, NaKkyBaHHSA, KOHTP OO AKOCTi Ta MicLsl BUNYCKY cepin:
ALC NOB®AP C.IN.A.. - Hykneo IHgyctpiane C Atto C. Hikono a TopgiHo (TE)

Howmep niueHsii Ha BupobHuuTBo/CepTudpikar BignosigHocti GMP: AM-12/2025 - IT/19/H/2025

3asBa npo cepTudikadito

Lium 3aceigyyro, Wo HaBedeHa Bulle iHpopmauisa € ayTeHTUMYHOK Ta gocToBipHow. Lls napTtia npoaykuii 6yna
npuroToBrieHa / BUrOTOBMNEHa (BKMOYal4YW NaKkyBaHHA/MapKyBaHHA Ta MPOBedeHHHd KOHTPOIK SHKOCTi Ha
BULWE3ragaHomy Micui (micusx)) y noBHi signosigHocTti o sumor GMP micueBoro perynsaTopHOro opraHy Ta
BignosigHo Ao crieuunduikauiid, 3a3Ha4veHnx y PeecTpauiitHOMy nocBig4eHHi nikapcbKoro 3acoby KpalHu-imnopTepa.
Byno nepegipeHO Ta BCTAHOBIEHO, L0 AOKYMEHTU 3 06pobku, nakyBaHHA Ta aHaniay napTil BianoBigawnTe BUMOram

GMP; »ooHuUX BigxuneHb He 3adikcoBaHO (OMB. KOMEHTAapI / 3ayBaXKeHHS BULLE)».

KomeHTapi / 3ayBa)eHHS:

IMig Yyac BUroToOBMEHHS, NaKyBaHHA Ta TecTyBaHHA uwiel napTii 6yno:

BigcyTHICTb CEPAO3HUX/KPUTUYHUX BiOXWUNEHb, AKI MOXYTb BMAWMHYTWM Ha BUMYCK NpoayKUiT
0 OCHOBHI/KPUTWUYHI BiOXMMNEHHSA, SKi MOXYTb BMAWMHYTHM Ha BUMYCK NPOAYKUIT

O JopaTkoea BignosigHa iHdhopMallisi, SIKLLO BOHA 3aCTOCOBHA, LWOAO AKOCTI napTil gogaeTbes

MoganbLui NPUMITKN:
HYKNEO IHOYCTPIANE C ATTO (JIOK.C. HIKONO'A TOPOIHO), 64100 TEPAMO (TE), ITANIA

IM'a Ta nignuc ynoBHoBa)XeHoi ocobu, AKa ynoBHOBaXKye BUNYCK napTil, i AaTa nignucy:
TiuiaHa Mapcinio

YnosHoBaxeHa ocoba
04 nunHa 2025p., 3:13 pm

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc
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ACS DOBFAR

Sede [ ceale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (M) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Palazzo Pe*asa Ingresso 3

20864 Agrale Brianza (MB) - ITALY

wiww.acsdobfar.il - amministrazione{@pec.acsdobfar.it

Tel. 02 90693, 1- Fax 02 9064566

Manufactured by: ACS Dobfar §.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino (TE)

CEPTH®IKAT AHATI3ZY
IIpoaykr: MEPOIIEHEM-BICTA noponiok A8 NPATOTYBAHHS po3unHYy 444 in'exknii 1000 mr y ¢ui. Nel0
Cepig Ne 25J02992 Martepiam: F1001288
JlaTta BIpOOHIIITBA: JIrormit 2025 Po3zMip cepii: 6016 ymak.

TepMin npugatHocti:  JIrormii 2029

TecTn Cuenndgikamii OaHHHII BHMIPIOBAHHS PezvabTaTH

R CKJISHIII OJIAKOH 3 IIOPOIIKOM BILJ BIIIOT'O JO Risbatiie
: CBITJIO-)KOBTOI'O KOJILOPY o

Inentndixaris MeponeHeM (Meton BEPX)  Ilo3nTuBHII TlosnTHBHMI

Inentndixaris Hatpiil (AxicHa peaxiiis) TloznTHRHIII TlosnTHBHMI

TIpo3zopicTs (5 % po3dimH) <=1 Cycrniensis <1

Komip (5 % pozqmm) >=3 Y 7

KinekicHe BU3HAYEHHA 95,0-105,0 % Bix 3agBieHol K-Ti Mepomonema  100,8

PH (5 % pozqmm) 7,3-8,3 pH o 7,9

Jomimmkir:

CrernndikoBaHi JOMITIKII:

-UK-1 <=0,3 % MepomoHeMa TpHTiIpaTa 0,1

-UK-2 <=03 % MepomoHeMa TpHTiIpara 0,2

OxpeMa HecreIn(hiKORaHa JOMIIIIKa <=0,10 % MeponoHeMa TpHTiapaTa <LOQ (< 0,05)

Cyma JOMITIIOK <=0,5 % 0,3

B1paru npn BUCYIIYBaHHI 9,0-120 % 9,9

Buicr Hatpito kapbonaty (HC1 0,2N) 14,7-16,1 % 15,1

Binnoenewnmii pozumm  LISP <1> Binmozinae Binmmozinae

Uac BiTHOBIEHHA <=2 XBHIIHHI <2

BumiMi 9acTIHKI Binmozinae / Bimmozinae

Teepai gacTHHKH >= 10 MiKpoH <=6000 YacTHHOK (h1akoH 64

TBepai 9acTHHKI >= 25 MIKpOH <=600 YacTHHOK (hakoH 0

OIHOPIAHICTS JO30BAHIIX O/IIHHIE <=15,0 % 2.5

TecT Ha CTepHITBHICTD Biamosizgae ! Biamosimae

Baxrepiansui egnorokcnn (JIAJI-tect) <=0,125 MO/mr <LOQ (< 0,0152)

TEPMIH ITPIITATHOCTI POSPAXYBAETBCA BIJ JATII BIIPOBHIIIITBA CTEPIUIBHOI'O 3SMIITYBAHHA, HE BIJ{

JATI 3ATIOBHEHHA ©JIAKOHIB

InenTidikaris HaTpito (AKicHa peakuis): iMeHTIGIKAIIA HATPito (AKICHA peaKilis)

Komip (5% po3zumn): cnemmdixanis HE BIJIBIIT IHTEHCIIBHA 3A PO3YITH Y3

TecT Ha cTepIUIBHICTE: criermidikaris «Binmorigae» o3Hagae « CTepIIIBHIIID)

IIs mapTis 0y.71a BHIOTORJIEHA, YIAKOBAHA TA MPOTEeCTOBAHA BilmoBiTHo 10 moTouHHX YMoB GMP

Jlxynia Bapondemni
JiIpeKTOp 3 KOHTPOJIIO SKOCTI
01 mimaa 2025p. 0 2:08 pm
3ATBEP/DKEHO

Hata gpyky 01 mmma 2025p., 2:52 pm
Hanpyxosano Iatpumist e BanticTic

Llelh 4OKYMEHT Ma€ efIeKTPOHHMIA Nignuc



ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa:

Viale Colleoni, 25 - Malazzo Pc%aso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www.acsdobfar.it - amministrazione(@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S, Nicold a Tordino (TE)

Certificate of Conformance

Product Description:
MEROPENEM-VISTA powder for prep. of solution for injection 1000 mg in vial N° 10

Strenght/potency:
Meropenem trihydrate equivalent to anhydrous Meropenem 1000 mg

Dosage form:
sterile powder

Package size and type:
20 ml vials in 10's pack

ACS Dobfar Product code/Batch: F1001288 /25J02992

Importing Country: UKRAINE

Marketing Authorization number (AIC): UA/16112/01/02

Manufacturing Date: February, 2025

Expiry Date: February, 2029

Released Qty: 6.016 PCK

Results of analysis: See the attached certificate of analysis released on July 01st, 2025

Rawl/intermediate material data:
Batch: 25J01697 Code: F3000563

Name and address of manufacturing, packaging, quality controls and batch release site:
ACS Dobfar S.p.A. - Nucleo Industriale S. Atto S. Nicold a Tordino (TE)

Number of manufacturing license/certificate of GMP Compliance: AM-12/2025 - IT/19/H/2025

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the abovementioned site(s) in full

compliance with the EU GMP requirements and with the specifications in the Marketing Authorization of the
local Regulatory Authority of the importing country. The batch does not contain any animal or cell culture

derived products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with EU GMP. All deviations if detected have been reviewed and the batch is approved and released
by the Qualified Person.

This document is signed electronically

152



ACS DOBFAR

Sede Leg:lle:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sedo Amministrativa:

Viale Colleoni. 25 - Palnzzo Pexnso Ingresso 3

20864 Agrate Brianza (MB) - ITALY

www.nesdobfar.it - samministrazione(@pec.nesdobfan.it

Tel. 02 90693.1- Fax 02 9064566

Manufactured by: ACS Dobfar S.p.A, - Nucleo Industrinle 8. Atto 8. Nicold a Tordine (TE)

Certificate of Conformance

Comments/Remarks:

During the course of manufacturing, packaging and testing of this batch there were:

X No major/critical deviations that may influence the release of the product

O Major/critical deviations which may influence the release of the product

[0 Additional relevant information, if applicable, regarding quality of batch is attached

Further Notes:
NUCLEO INDUSTRIALE S.ATTO (LOC.S.NICOLO A TORDINO), 64100-TERAMO(TE) - ITALY)

Name and Signature of the Qualified Person authorizing the batch release and date of signature:
Tiziana Marsilio

Qualified Person
July 04th, 2025 time 3:13 pm

This document Is signed slectronlcally

2/2



ACS DOBFAR

Sede Legale:

VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Scde Amministrativa:

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrale Brianza (MB) - ITALY

www.acsdobfar.it - amministrazione@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

{gll%laufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto 8. Nicold a Tordino

Product: MEROPENEM-VISTA powder for prep. of solution for injection 1
000 mg in vial N° 10

Batch number: 25102992 Material: F1001288
Manufacturing date: February, 2025 Batch size: 6.016 PCK
Expiry date: February, 2029

TESTS SPECIFICATIONS 1M RESLLTS

Appearance GLASS VIAL CONTAINING WHITE TO LIGHT YEL Complies

LOW POWDER

Identification Meropenem (HPLC method) Positive Positive

ldentification Sodium (Qual. Reaction) Positive Pasitive

Clarity (5% solution) <= | Suspension < |

Color (5% solution) >=3 b 4 7

Assay 95,0 - 105,0 % lab Mero 100,8

pH (5% solution) 73-83 pHunit 7.9

Related Substances - =
Specified Identified Impuritics: - =

- UK-1 <=0,3 % MeroTrih 0,1

- UK-2 <=03 % MeraTrih 0,2

Single Unspecified Impurity <=0,10 % MeraTrih <LOQ (<0,05)
Sum of all Impurities <=0,5 % 0,3

Loss On Drying 9,0-12,0 % 9,9

Sodium Carbonate Content (HC1 0.2N) 14,7 - 16,1 % 15,1
Constituted Solution <1> Complies Complies
Reconstitution time <=2 min. <2

Visible Particles Complies Complies
Particulate Matter >= 10 micron <= 6000 part/vial 64

Particulate Matter >=25 micron <= 600 part/vial 0

Uniformity of Dosage Units <= 150 % &5

Sterility Test Complies Complies
Bacterial Endotoxins {(LAL test) <=0,125 EU/mg <LOQ (<0,0152)

THE EXP.DATE IS CALCULATED FROM THE PROD.DATE OF STERILE BLENDING, NOT FROM THE VIALS FILLING DATE

This batch has been manufactured, packed and tested under current cGMP conditions

Giulia Baronchelli

QC Director
Print Date July 01st, 2025 time 2:52 pm July Olst, 2025 time 2:08 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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ACS DOBFAR

Sede LG%C:
VIALE ADDETTA, 4/12 - 20067 TRIBIANO (MI) - ITALY
Sede Amministrativa;

Viale Colleoni, 25 - Palazzo Pegaso Ingresso 3

20864 Agrale Brianza (MB) - I%ALY

wwi.acsdobfar.it - amministrazione{@pec.acsdobfar.it

Tel. 02 90693.1- Fax 02 9064566

P%Eufactured by: ACS Dobfar S.p.A. - Nucleo Industriale S. Atto 8. Nicolo a Tordino

. , , IS

Product: MEROPENEM-VISTA powder for prep. of solution for injection 1

000 mg in vial N° 10
Batch number: 25102992 Material: F1001288
Manufacturing date: February, 2025 Batch size: 6.016 PCK
Expiry date: February, 2029
IESTS SPECIFICATIONS M RESIILTS

Identification Sodium (Qual, Reaction): Identification Sodium {qualitative Reaction)
Color (5% solution): the specification is NOT MORE INTENSE OF SOLUTION Y3

Sterility: the specification "Complies" means "Sterile"

This batch has been manufactured, packed and tested under current cGMP conditions

Giulia Baronchelli

QC Director
Print Date July Olst, 2025 time 2:52 pm July 01st, 2025 time 2:08 pm
Printed by Patrizia De Baptistis APPROVED

This document is signed electronically
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TOB «APFOI[JIACT»

9, m. Kuiie, Byx. 3oonoriuna, 6ya. 4-A, odic 139
180678254351 E-mail: argo_plast@ukr.net

Yxpaiua, 041
Tem.:+

CEPTHMIKAT SIKOCTI Ne 001/07-2025 wig 01.07.2025 p.
e oy Hafip niiactapie Memaauax faxrepuunauisx Ne 20
HA3BA ITPOAYKINI «ANGELMED»
HOMEP ITAPTIi _ - | AM202507638
KUIBKICTE B TAPTI ' _ 111260
JATA BUT'OTOBJIEHHS 2025-07
BHKOPHCTATH A0 | 2630-07
BUTIOBIIHICTD TY ¥ 21.2-40101305-001:2016
Habip miacTrpis Mexaanmx GakTeprmmumix Ne 20 (Ha TKRAFHRRIR exacTImiN ocHOBI 25 mm

mm (MM) - 5 IT.; HA TRAHAARIH ocEori 19 mm (M) X 72 mi (MM) — 5 mr.; Ha
OIHC ToTiMepHii 0cHOBI BOAOCTIHKIH IPO30pui 25 mm (M) x 72 mm (Mm) — 5 mT.; q:z.rypm
HiH enacTraEiA ocHOB SO mm (MM) % 45 mm (mm) — Stit,) [Inacrup gese cobow0
mpiqu [KAHHHH T4 MOAIMEPHOTO MATEPIATY, HA OHY CTOPOHY SKOI PIBHOMIDHHM NIApoM
HaHSCCH) IIACTHPHA Maca | NPEKPILICEHH TPOCAKEYTHI aHTHCEIITHKOM TAMIOH HETKAHOTO
MaTepialy, T4 38XECHY NIIBKY, AKa IOKPHEAE BCIO KNeHKy CTOPORY CTPItKH 3 TAMIIOHOM

HajliMenyBanus Bumoru TY Pézynnrary sEmpoSysann Bracaosox:
NOKA3HHKIB
Ha nosepxni myactupy BiACYyTHI
SopHIMuM BATIA 3rigsolpumoram TY .3.2.1; 1.6.5 SMOPIIRH, MUITHKR Bignogingae
3aBpyHEHHA, CTOPOHKI

| BKIIOYCHHA

Jlorfuma 45 mm (vm) = 5% 45 mm (pm)

. Hosjrma 72 tnm (vw) + 5% 72 mm (mn)
. [luprma 19 mm () & §7 et J‘N 19 ram () Bismosizae

Hlupuna 25 mm (w@/ﬁ% U 3 \@5 mm {Mm)

HlnmnaSO’nnn()MS#m“m mm| Ln_ﬁ)z:tm:t(mm)

Crposura.Ta Marepianu | 3rigmo pumMoram TV o E@J d‘f’" 0ui Ta MATEPIATM | BirmoninaroTs
:mzll:['f?}/i"!“I oram TV, noparxy B

BifmosiricTs Bmvoran | rinad sevoram TY 1. 20 y/ Bianosizae

ez o . "d.m! 3 Yjﬁa:(gq % 3rigH0 muMoram TV aa

BinnorizHi¢TE BUMOram. 3rignd suMoram TV 1.3.6; 11.6.20 "MapKy_BaHHni SriAHO BHMOTaM Binmosizae

MapKyBaHHA TY '
BUMOI'H X0 35EPIT'AHHS: °C mo +30°C

BHACHOBOK: Habip nnacrupin g
BHTOTORICHEA Jutiesh 2025 p., Bigmogigac smvioram TY ¥V )
AATA ODOPMIEHHS: 01.07.20 Sp. ‘ 25 {9
!/ KepisHrx cucremn yh 13 K i Epenxo 1O,

OMIANX, GaKTepHI NH) naprii AM202507638, mara

{IIePEBIPEHIMH TIOKAZHHKAMIL.

'pH,quHa azpeca: Kpau{a, 04199 M. KmB,ByJI 300.:10r1'ma, 6y,q 4-A, odic 139
P/p 2600458876180() & [IAT «Ykpcu66anx», M®0 351005, €JPIIOY 40101305.
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