P Dapmayesmuunuii 3u600 «Iospapmar C.A.
7’ 4R Bupobuuye eiodinenns 6 Hoaiit Jembi
v p o’p h arma ey Memanosya 2, 39-460 Hosa Jem6a, Honviya

Ter.: +48158465400

_ CEPTHO®OIKAT ITPO AKICTDb Ne: 481 29160
Haiisenypanusa npagymml. A.]'lJlEI’I‘EK@ TabaeTkH, BKpHTi 060/10HKOI0, o 10 Mr
Kpaiua-eapobhuk: ITonsia .
Howmep peceTpauiiinoro nocsiguenna: UA;’6422!02;‘01
Cuna pii/akTiBHicTs: 1 Tal/ieTka, BKPHTa 0GONOHKO0, MICTHTS; LETHPU3MHY THTiAPOXIOPHIY 10 Mr
Jlikapebka dopma: tabnerkn, RKPHTI 06010HKOW0, no 10 Mr
Po3mip i THR ynaxoBku: 10 7 Tabnerok y Grictepi; no 1 Gnictepy B KapToHHil Kopo6ii 3 MapKyBaHHAM YKpPalHCBKOK MOBOIO
Homep cepii: 021124
Poamip cepii: 35100 ym
Aara BupoSHINTEA: 29.11.2024
JaTa sakinyeHHs Tepminy npupaTaocti: 30.11.2028
HaiimenyBauHa, MicuesHaxogaennus BupoSuuuTea: ®apmauesrudnmii 3apo1 «[lonsdapmay C.A. BupobHurve eigaineHns B
Hogiii lem6i, Byn. Meranosua 2, 39-460 Hoga Jlem6a, ITonbiua
Homep niuensit: 040/0105/15
Cepudixar ignosignocri GMP: IWSF.405.125 2022 IP.1 WTC/0105 03 01/276

HajliMeHyBaHHA NOKAZHHKA Bunmora PeaynbtaTH BunpolyBaHe
Ha MOMEHT BUITYCKY Ha TePMiH NPUAATHOCTI
Ommic TabneTku, BKpHTI 060M0HKOI0, Bij Ginoro oo BiAMOBiNAa€ BHMOTaM
Bi3yalibHa OIliHKa KPEMOEBOTO KONEOPY, AOBracTi, ABOONYKI, 3 IIAIKOK
NOBEPXHEIO, 3 PO3MOAIILUCIO PUCKOK) 3 O/IHOTO GOKY.
InenTrdikauis neTHPH3UHY 1. CnexTp nornuxanHa BHNPOGYBAHOro PO3UHHY, IOBEACHO
OUTIAPOXNOPHITY OTPUMAaHHI ¥y JianazoHi JOBKWH XBWib 220-360 1M,
1}. Ph.Eur, 2.2.25, MOBHHEH MaTH MAKCHMYM TIOTTIHHAHHA TIPH JOBKHHI
Vd-meton XBHIIi 232 HM % 2 HM
2). Ph. Eur. 2.2.27, 2, Ha xpomaTorpami BUnpoGyBasHoro po39HEY IOBHHHA |JOBEIEHO
THIX-meTon CocTepiraTHes OCHOEHA MJIAMa, SKA 33 BETHUMHOIO,

OONOKEeHHAM 1 3a0apBienHio BiANOBiNae OCHOBHIN
NnaMi, OTpUMaHIH Ha XpomaTorpaMi CTAHAAPTHOTO

PO3YHHY,
OnnopianicTs MacH OMHHAYHOT | - g1 20 TaBIeTOK MAKCHMANBHE BijX WICHHA Bil BiZNIOBIlac BEMOTamM
IO3H cepenHpol MacH CTaHOBMTE + 7,5 Y.
Ph. Eur. 2.9.5 - MOXIVRE IEPEBHIIEHHA IPAHHIHIX 3HAYEHD BiANIOBIAE BHMOTaM
MaKCHMyM juist 2-X TabmeTox, ane He Ginbme, Hik v 2
pasm.
Posnapanns <30 xs 5 x8 33 cek
Ph. Eur. 2.9.1 TecT A
Po3uunenHs 4epes 30 xB BiIMOBia€ BEMOIram
Ph. Eur. 2.9.3, 2.2.25, YMoBa [ — KinkKIiCTb BHBiNILHEHOT {0901 peTOBHHM 171d
Yd-meTo kokHoi 3 6 TaGneTok > 80 % Bin 3aABNEHOTO BMICTY.

Ymoga Il - Akmo ymoBa | He BUKOHY€ThCH:

Cepeans KUIBKiCT: BUBUIEHEHO! Aik0U0T pe4oBHHN 3 12
rafneTok > 75 % Bin 3asBneHOTO BMICTY

- OAVHUYHUHA pe3yNbTaT OO0 KokHOT 3 12 Tabnerok
> 60 % gia 3aABIEHOTO BMICTY

Ymosa [T — sixwo ymora Il He BHROHYETRCA:

- CEpefIHA KiNEKiCTh BUBINIFHEHOT Ai:0u0] pewonrHn 3 24
TaBneTok > 75 % 8in 3aARNEHOTO BMicTY

- e Ginbiue HiX Ans 2-x TalETOX KijbKiCTL
BHBINEHEHO] Ai10T0T peyoBHHE MOXe GyTn < 60 %, ane
noBrHHA OyTH > 50 % BiA 3asARIEHOrO BMICTY
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OnpropigHICTE NO30BaHMX VYmoea [ — npuiinstae uncno (AV) mng nepmux 10 BilTOBigae BIMOTAM

ONIAHHALTE - OfMHALL A03YBaHHs HIKYe afo nopiermoe 15,0

Ph. Eur. 2.9.40, 2.2.25, Vmoga IT - akmo ymopa I He BHKOHY€ETBCS,

V@-meTon BANpPOGYBaHHA IOBTOPIOIOTH Ha HACTYIHMX 20
ralneTKax:

- mpuiiagTHe 9ucio (AV) mia 30 oaMHKHIE A03yBaHHA. |
He Moxe OyTu Bumie 15,0 i BMICT y KOKHIH
BHIpPOOYBaHil OMHHII JO3YBAaHHA HE MOXe DYTH
menme 0,75 M i 6teme 1,25 M.

BMicT neTHpH3HHY OpH BHITYC Ha TepMiH OPHAATHOCTI 100,4%
OATIApOXIopuay B TabmeTui
Ph. Eur, 2.2.25, 95,0-105,0% 95,0-105,0%
Y®-meTon
CymyTHi JOMIIIK#
- OAHHHYHA IOMIIOKA <0,2%, BiTIOBiNac BAMOram
- CyMa IOMImoK ' <0,5% BiAMOBigac BHMOTaM
Ph. Eur. 2.2.29,
BEPX Meton
Mikpobiomoriuba yucroTa TAMC (3aransHa KiNBKiCTh AepOGHEX MIKpOOPTAHI3MIB) | BiNIOBiZAE BAMOTAM
Ph. Eur. 2.6.12 { —He Gimpme 10° KYO/T
Ph. Eur. 2.6.12,2.6.13 TYMC (3aranpHa KinmbkicTh [BiNi Ta rpubis) — He Ginbiie| BiANOBinac BEMoraM
Ph. Eur. 5.1.4 102 KYO/T.
Bincyrnicts Escherichia coliB 1 r. BiANoBinae BUMOram

CEPTU®IKAT PO SAKICTb Ne: 481 29160
Haiimenyranna npoaykuii: AJJTEPTEK®, rabaercu, skpuri oGo1onKo0, mo 10 mr
Kpaina-supotuauk: ITonsma
Homep peeeTpauitinoro nocsinuennsn: UA/6422/02/01
Cuna gil/akTueHicTr: 1 TabneTka, BKpHTA 000IOHKOI, MICTHTE: HETHPH3IHHY gurigpoxnopumy 10 mr
Jikapcpka popma: TabneTkH, BKpATI 06010HKO0, 110 10 Mr
Poamip i THE ynakoBkH: 1o 7 Tabnetok y Gaictepi; no 1 6nictepy B KapTOHHIA KopoGui 3 MapKyBaHHEAM YKPaiHCBKOK MOBOIO
Homep cepii: 021124
Po3mip cepii: 35100 y.
Aara pupobuuursa: 29.11.2024
Jara sakiHdueHHs TepMiny npuaaTaocti: 30.11.2028
HaiimeHyBaHH#A, MicLle3HAX0MKCHHS BHpoOHNUTBA: PapmalerTiyHmi 3aBon «[Tonedapman C.A, BupoGHuue Bigfiinenus s
Hosiii Jlem6i, Byn. Metanosna 2, 39-460 Hopa Jlemba, Iloneina
Homep ninensii: 040/0105/15
CepradixaT pignoeinnocti GMP: IWSF.405.125 2022 IP.1 WTC/0105_03_01/276
Braszanuii B uboMy cepTHdikaTi ToRAp 32 AxicTio Bignosigac Bamoram: MES 429,
(3aBoaceka criemmpikanis Ne: SR/03607/12/UA)

Hata odopmnennd ceprudikara: 31.01.2025 gzef Zespotu Badan Produktow D
Katarzyna DIyio

n

3aTBepaUB:
KepiBRUUTBO Biu1iny KOHTPOIO AKOCTI
(Quality Control Manager)

(ninmac)

Llum 4 3acsimTyro, Mo HapeAeHa BHiLe iHbOpMALIA € JOCTORIPHOKO Ta TouHOK. 1110 cepilo npoxykuii 6ymo rrpodneHo (BKMOYAI0uH
TaKyBaHHA/MapKyBaHHA) TA NPOBEIEHO KOHTPONS if AXOCTI Ha RAINe3a3HAveHil finpHmm y morHil piznopigaocTi 3 BuMOramMu GMP,
BCTAHOBICHHMHE MiCLIEBHM PETYIATOPHIM OPTaHoM, a TAKOX BifMoBixHO o cienudikaniii, mo MicTAThCA ¥ peecTpalifHoMy OCEE.
Iporokony erpoGHMITEA, TAKYBAHAA T4 aHATIRIB GYJI0 NEPErngHyTO Ta BCTAHOBICHO BiAnoBigaicts GMP.

Hpiseume Ta mocana ocobH, yIOBHOBAXKCHOT HA BUAAYY A03BONY Ha BHIYCK cepil:
f miarepKyIo dakT, mo cepin Gyna BunyieHa 8 obir
Hara mignucanns: 31.01.2025

‘VnosHoraxena ocoda (Qualified Person)
{mimic)

umf
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JEPKABHA CJHYXBA 3 JIIKAPCHLKUX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTUKAMMX y m. KUEBI
npoe. Haniv Ceitanunoi, 3. 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua. Koa CJIPTIOY 37079055

BUCHOBOK
Npo SAKICTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

05.06.2025 Ne 27899/25/26

AJUIEPTEK®

{(HaMenyBaHHS JIKAPCLKOro 3acofy 3riHo 3 peecTpallifiuM NOCRITIEHHAM)
TabaeTkun, BKpUTi o6os0nKkoio, 1o 10mr no 7 rabaerok y 6aicrepi, no 1 6aicrepy B
KapToHniii Kopodui

= will remaove this message. See the keywao

((hOpMa BUOINCKY. 03V BAHHS. BT MEKYRAHIN KAPCLKOTO 3acoby)
Homep peectpauiiinoro nocsinuenns LUA/6422/02/01 ctpok i pecetpautiitnoro nocsimicns HEOOMCHECHMIA
Cepis nikapcbkoro 3acoby Ne 021124 KinbkicTs BBE3eHOrO Nikapchkoro 3acody 6196

dapmaniertuunmii 3ason "TIOJIBLOAPMA" C.A. Binain Menaua B

BupobHuk .
Cepanai, [lonbLua
(HaiiMenyBaHHs RUPOGHUKA NiKapeLKoro 3acoby. kpaiHa NoxoKenHs)
BeeseHo B VkpaiHy TosapucTBO 3 06Meskero Bianosinaaksuictio "MOJJTb®A PMA

TOA", inenT. kon: 42781598

(HafmeHyBanns Ta ko 3a CAAPTIOY 1opranynol ocodu ato HPIBBHILE. M. 110 BaTLEORI
l])l}l-‘i‘-lllﬂl 0cobH - ni; ANPUEMILLA. i micue NPOMKUBANHA Ta pad LIp"illIHIIHH HOMEP 00 KOROT
KAPTKU NIaTHHKa NoaaTkin abo cepist Ta HOMEp NacopTa a)

NpoTokon Bisyanshoro kontpomo sin 05.06.2025 Ne 1865/01.10-25/11.

3a  pesyibTataMi JIEPHABHOIO  KOHTPOMIO  RCTAHOBACHO.  HLO nigapesknii 3acid  eseseno B Ykpainy s

JOTPHMAHHAM BHUMOr 3aKOHOLABCTRA ULOA0 jabelneuenns skofl nikapchKux 3acodis.

. 3F JU il:] n‘] )‘h‘:‘\m
AH "30/,.\\
,c\ N,

Mukona XOJIOJIEHKO

(niznuc) {initianm Ta npizsuILe)

rds property of this POF for mare information.




HEPAHABHA CHYKBA 3 JHKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI
npas. Hagit Cirnuanot, 3. 02099, req. (044) 295-26-85
E-mail: dls.kyiviadls.eov.ua, Koa CHPHOY 37079055

BHCHOBOK
PO SIKICTH BBE3CHOTO B Y RPATIY JiKAPCLROIO 32¢00Y

12.09.2024 M 46883/24/26

AJLIRP T K@

CHAFMEHY RIS ZHRAPULROIO 2aCiy W10 2 pece DAt (oesi e g
Tabacra, Brpuri 0doaonKkow, no 10 yr, ne 7 raduacrow y Haicrepiy uo | daierepy o
gapronniii kopobud

(BOPAA HUIYCEY L IOV, B TRYRAHISE TRAPCLKOCD HIco(y)

Howmep peeerpauiitnoro nocsigaenns UA/6422/02/01 crpox nit pecerpauiiinoro nocsiauenss HEOOMCHKCH 1]

Cepis aikapenkoro sacody Ne 610524 KIALKICTH BBE3CHOro ARapehioro sucody 2
Brpotun Gapaanes it saroa “Tloaugapya™ CoAL Hoxsiua

(HATMCHYRIS BHPOHHIGE TRAPCHEOTO KICODY . KPATIGT 1ONOA AT )
Breseno s Yxpainy Topapucrso 3 odmexenow sianosiasuicrio "HOJMBMAPMA

FOA", inenr. won: 42781598

(radisenysiitns ra koa s CHPHOY opizsanod acodn ado gpissiie, isfs, ne Saourom di s
OCOBH = BEATPMENNEL T MHCHE IPOAGIIBANIS £ PeCe Cpaniiii? novep o03IK0BOT Rap eI g
PO R A00 CEPIUT HONCH TICHO i)

fpororos sisyaasnore wowrpoaio sig 12.09.2024 N 3114/2.

30 pesyanTarany  ACPIKABHOUD  KOUTPOMQ  BCTRHORACHO. L0 AIKAPCHLKII]

Hei0 o npeweno v Yepahin
& :

§ oy r T e e
AOTPHMABHSM uMOr 3aK0H0AABCTRA W00 Jalesnenenis skoct aikapehiuX sacodin,

Tlagannung

Nursosa NXOHOJETKO

(AT HpEsisie )

(nocatana aeodd opran ARG TEROITPO.IIOY (uiune)

<ML







Dapmagesaai sused cilorngapsen CoA
Bupobuue siddinema ¢ Hoaiit wndii

%ﬁmﬁﬁ ’é %Q, §ﬂf?y§@ ww, Memanoaya 2, 39-460 Hoga Jeabea, Hozvuga

Ten: +48158465400

CEFTRGIKAT NP SIRICTE Mo 481 28621
Hatimenysunns npogywuil: AJUIEPTER®, radnersy, prpatt ebononrow, ne 10 mr
Kpavaa-supodume Tonsua
Homep pecerpaniiinero necsigdennm: UA/G422/02/01
Cruna pitfawranniers: | rabaers, BIpHTR OBONORKOIO, MICTHTE: HeTHpHaHY parigpoxsopury 10 wr
JHxcapensa Gopaa: Tabnerin, srpuri ofonouxoto, no 10 mr
Posasip | v yraronws: no 7 valnerox y Gnicrepis o 1 Gricrepy n xaprounif kopoSui 3 Mapxysannss YEPATHCLKOK) MOROW
Howmep cepih: 010524
Pasnsip eepit: 36539 yu.
Jara supofunuyea: 28.05.2024
Jiara sawinvennn repatiuy npagaruoeti: 05,2028
Haitmenynsmus, Micuesnaxommenns supofumuraa: Gapyanestnuunii sasol «[Torsapmas C.A. Bupobauue pigiinenns o
Hosill Jlem6i, sy, Meranosua 2, 39-460 Hosa HemGa, Honsma
Fomep ainensii: 040/0105/15
Cepridinat pianopianoeti GMP; IWSE 405,125 2022 10,1 WTC/O105_03_01/276

Hafinenynanust NOKAIMBKD Hamorn Peayastaen manpolynsus
HA MOMERT BHTTYCKY Ba reppin spraaTEoeTi
Ounne Tabwerrn, peprri oBoronrorw, sig Glrore no REAMORIALE BIHMOLAM
RIZYAIEHA OLEHK KPEMABOTO KONLODY, HOBIACT], BROOAYICI, 3 THAAROK
HOBEPKHEIO, 3 PORTOALILIOI PUCKOIO 3 OiHOre GoKy.
Lremmdixards ueTpusuy £, Crrexcrp normHanus suupofyBaROro pOIHAY, JROBEHESHO
JHAROXIOpHUAY oTpHManE Y Manasont Jourc xeuie 220-360 1,
1) Ph Bur 2.2.25, HOBMHEH MOTH MAXCHMYM JOFIRUHIENS HpH JoBkaH
Yh-meron sl 232 wne b 2 1M
2). Ph Bur 2227, 2. Ha xpomarorpawi sipoGysanord posuusty NOBUREA | HOBEACHO
TIIX-me108 CHOCTEPIPaTHCHA CCHORNA RIMMA, KA 38 SEIHUNHOIO,

HOFOREHEHAM § 3a0apbIeo BiANoBiLae OCHOBHINR
nasdt, OTPHMARIIL Ha XPOMATOUPAMI CTAHIAPTHOTO

poULHY.
QAUOPLARICT, MAcK OIHHIINOT |~ Ann 20 TalReTor MEKCHMATHIC BUNHICHRS Big RIANOBINGE BIMOTAM
RO3% CEPEANBOT MACH CTaRoRuTh & 7,5 Y.
Ph. Bur, 2.9.5 ~ MOMCIHEC TEPLBIIICHES FPHMLHX SBAYCHD plznonijae BUMOTaM
maKcnMym st 2-x raGnerox, ane ge Ginse, vhwy 2
pasi.
P{,)‘:mzutamm «30x8 7 s 19 cex
Ph. Bur, 2.9.1 Tect A i
Poswsnenus gepes 30 Xu BIABORINAC REMOTAM
Ph. fur p Vaosa | — Kiaekicrs suniisaenol AHoHoT pevoBrHyg Ui

Yip-meron KOKHOT 3 6 Tabaerok 2 80 % Bil 2assaeHoro BMICTY.
Yagona - x40 yuvona 1 se sUKOHYCTHCH:

Copenas ¥InpKicTh BUBLLHEROT gliowol pesontn 3 12
Tabmerox 2 73 % sl sammenoro suicry

~ OHVIMUN B Py RTAT OO KouHoY 3 12 1abaeTex
> 60 % sl sasmpenore suicry

YVasona [T — siige ymoba [ He BHROHYETSCH!

- cepents KinnwicTs sralibgenol tiouol pevopwiy 3 24
TabneTor 2 78 % wip '<<mn*1enm"o mmicTy

- me Gimpmie ubk aar 2-x Tabaeror Kixswicrs
BHELNLHENOT ZOMOT pevoBHEI Mome Sy11 < 60 %, ane
posumEa Gy14 2 50 % nij sasprenoro aMicTy

LR,

}’\‘ i 2

e

7 6&/ Ve
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CAROpIARICTS JOBORANIX
ORHRULD
Ph. Bur. 2.9.40, 2 2.25,
Yiduueron

Yumowa { - npudinsyne wacno (AY) ans nepuoix 10
ARG osysanis arkie abo nopisuoe 15,0
Yona 1T - gumo yaona 1 He BUKOHYETHeS,
RANPOOYBRHES NORTOPIOIOTH KA HACTYIHMY 20

SLATOBIAAC BHMOT M

ralerkax:

- npaiingTie wucso (AV) 1na 30 oaiprn IosyRanns
ge moke Syry pume 15.0 1 smier y woncnif
punpobyRanil OruHI 203YRANNR He Moe Ty Ty

nerme 0,75 M 1 Ginniuel 25 M,

Bador perpusimy P BHDYCKY, R TERMIN NRIIaTHO 100,0%
gurippoxsopuay 8 rafneru

Ph. Bor, 2.2 93,0-105,0% 85,0-1035,0%

Ypero;
Cysryid nouimreg
- OAMHEIAA JOMItTKA <0,2%, slanorifae prvoram
- CYRQ AOMIIIOK < 0,5% BAIORILAE BUMOTaM

Ph. Bur, 2.2.29,

BIEPX Meros
Mirgpotionoriaua werota TAMC (zaraxsaa xinkxicts aepoGuind Mikpoopranizmis)isianesizae sumoran
Ph, Ber. 260210 e e Sinsme 10° KYOR

3 TYME Garaseag winexicrs upi 12 rpibie) — ne Glapie ] sinoninge RuMOTM
102 KV O/
Biacyrricrs B

BLATIORI A€ BUMOTAM

herichia colin 1 1.

CEFIHSIKAT PO SIKICTD M 487 28021
Hatimenysauns upogyrniis ANAEPTER®, mabnerrn, supnr ofoaswuow, noe 10 pr
Lpatua-napotimme Homma
Homep pecvrpauitinors nocnlrwenun: UA/G422/62/01
Crnn gitfascrwenders: | rabaerra, Bxpyra ofomonkoo, Micrnrs: nerapusnny aurinpoxnopisy 10 ur
Jlrapcwna dopmn: Talneriy, nypuri ofononkow, no 10 mr
Poysdp | van yoawonisn no 7 vatnerox y Snicrepi; no 1 Baicropy 8 xaprommill kopolil 4 mMaprynanism yRPaTHELKOI0 MOBOIK
Honep cepii: 510524
Posnrip ceplit 36539 v,
Java pupoSannran: 28.05.2024
Aava saxigems vepudny npugarnocri 05.2028
terysanys, MicnepssomKenns anpobunnrns: Qapraneerrewait zanon «IToasgapman C.A. Bupobuuue nipainenns »
# Jem6l, syn. Mevanonua 2, 39-460 Hosa JermbGa, Honsma
Homep sinemsit: 040/0105/15
Ceprudixar sinnosiguoeri GMP: IWSFA05 125 2022 1P WTCA105_03 01276
Bscanasasst » oy copruddnat Tonap 32 axivro sianosine sumorass M 429,
(zanoncuxa cnemdikanin Ko SRAG3607/12414) B

Hara obopyaenas ceprudinara:

Barpep s
Kepipruureo slUNY KOHTPONO K0T
{Guality Control Manager)
. (mianue)

P 5 3acnimiyio, o sanesena suie igdopyanis € tocroriproio T Tounoe. 150 cephio mpegyxudi Syno rupodieHo (Brmousinnt
NAKYBAHHAMAPKY AR T2 NPOBEACRO KOHTPOND T Ax0cy] Ha sumesnsnayeniit glusnu y nonni wigsosiagoctl 4 pumoramy GMP,
BCTAHOBNERUMM MICLEBIM PErYASTOPHIM OPTAHOM, 4 TAKOH BLANOBIAMO A0 cremdivatd, wo MicTsries y peecrpapiiinomy nocue.
Tpororcomt pupoGrILTRE, TIAKYBAHHES T8 Auanize GyH0 NEeperasiy o 74 BCTAHOBICHO RinropizRicTh GMP.

Hpisemne ra nocaga 0coln, YUORHOBIKEHOT HA RIKENY 03ROy WA BAIYER Cepits

S VERYIO e, 110 cepin Gyaa sunymesa n ofir

.
Fare migmicanin

Vnosronaxena ocofa (Qualified Person}
{nipnnc)
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