121596, r. Mockna, ya, Fopbynosa, 1. 2, e1p.3,
ram 6, nom, 11 kom. 20-204, Ten, +7(495) 269-00-39

HoxTsepxaenne cootnercrens BrozMMOTO JIERAPCTBEINOr0 NPENapaTa yCTanoBaeH LIy
TpedoBanuay Ne0055-15/11/19

| Toprosoe nanmMeronare [ Cnaympocr ]
Mexaynapoanoe nenarentosarnoe HAMMEHOBAaHHE 1 JlaTanonpoer |
TPYIIIHPOBOYHOE M/ XHMHYECKOe) i !
JlexapcTBennas dopma : Kanun riasusre —:
03MPOBKa 0,005% J
Dopma BeinTycka Kam raasuete 0,005% (pnakon- |

, ‘ KaneasHuua) 2,5 mi x1 (mauka KapToHHas) |
_ Homep cepun (mapru) f 1919001 Q
| OBnenm CepHH_(mapTHm) 73 024 ]
Hata srinycka 11.2019 ﬁ}
I"onen no 11.2022 f
Haumenoranuue n aiapee npoussoauTens (¢ ykazanmen | [ Ipoussomirens (see craann HPOM3BO/ICTBA): |
CTajuii IIPOM3BOJICTBA) K.O. Pomdapm Kommam C.PJL, PyMbimns/ g

|

S.C. Rompharm Company S.R.L., Romania,
! 1A Eroilor str., Otopeni, 075100, Romania

|

e |

Homep i nata PETHCTDAIMOHHOIO YI0CTOBEpeH s ! JIT1-000006 ot 19.10.2010
Homep 1 nata Hopmarisioi HOKYMEHTALMH | JITI-000006-] 91010, Mam, Ne 1-3
{ Hanmenosanue n anpec ACPIKATEI perncTpaHonHoro | K.O. Pomdapm Kommanu C.P.JL, PyMbinus/
! yrocrosepenis S.C. Rompharm Company S.R.L., 1A Eroilor

str., Otopeni, 075100, Romania

L | N

Jlexkapcrsennpiii npenapar Iaaynpoer wamam raasnmie 0,005% (q).faakon-xnuc.-:umua) 2,5 ma x1

(mawka  xkaprommas) COOTBETCTBYCT TpeGOBANMAM, YCTAHOBICHHBIM U ero  rocymapersenuoii
perucrpanun,

3aBoackoii macnopr (cepTHduKaT anamsa konewnoro lpenapara) Ne 1919001 o1 11.11.2019

Ynonsomouennoe anno OO0 «POMDAPMA»

Homknocts: amecturens IeHEPAILHOIO MupexTopa
Hosepennocts Ne 6/ ot 11 noabps 2019 .
Kowrraxruwii rencpon: 84952690039

DaeKTpONHAS noyTa: v.dendeberva@rompharm,ru

] ¥ :}:{
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Yk qwmssa-tew 00778, TOTTEY
! ; Faxi+4 (021) 3504641, E-mail: office Bromphamm.rg

£.C. Rempham Compary §
CUL RO 14399648, RC: J2W132172004

RL - Romania. lov, 75100 Otopeni, Str. Erader, Ivr. 1A

Ceprudnrar snuania xoncynoro npomysra Ne 1919001

T Kon 6humsa: CC-F- 110

1) Mepenyuas ynawoska,
Ha atjikeTxe daarona-kanenspynw
HERANIe npenapaTa, MHH,
APeIpuATI-

TOBRPHLIA IHAK
M (HY
b T RQLHAR
g RS N R TN

mcmmom m\moumm 8 | Mn npenapata

HANMOHCBI AN

PO HO,L CIpuna,

NS RTED Si ES

Npenapar i UIAYAPOCT, xuntu enazume 0.003% . 3.5 a0 N | ‘
| Hpossponer BEWHAR COpIH | 191900) T
Auri HpulruoacTey | } l '7Ui9 T :
L LPoK rudanocty l 11,2022 ;
N AUPARTEPUC LK Y CAUBKIL ADUYCTHMOCT IS PesviabTar
| i Onucunue Mpospaunntii, Secinerymii pacTrOpD COOTHETCTBYET
} | Monanunocrs
; ,! TNarunonpocra Bpemn yaepwisnanus ochossoro nuka na COOTRETCTRBYOT
i i APOMBTOIPUMME HCIBITYCMOTO pacTsopa
H I AVHTRHO COUTRC TCTHOBYTL BRCMOI
i l YACPAUBE M NURE JATUHONOC T HA '
) ; Bensankonus x1opiaa | MPOMUTOITAMMC CTRHARN G0 DAcTROPA. COOTRCTCTHYET
Bpesiena yacpminemng SHY S OUHULIN
TIHKOS H3 XPOMATOIPIMME HENBITYEMOLO
PRCTBOPE J0NHIL] COOTRCTCTROBATY
BpeseHuM yacpuinsama (= 0.5 suy) ABYX
OCHOBUMX 1134108 BeHIBNKOK A XNOPHLY HA
XPOsiTomusMMme CRULALP TION O DudTBapa,
Pucrsop aoasen Guiry npospasisn 0o COOTBCTCTOYCT
3 Hpo3pausnocTs CRELHCHMIO & 620N (M 1D NPCRLIATY
3 ‘h’dl' L S— ——
4 | Uperwocts Pacreop nosacen Smb Secuwnmﬁ. COOTRETCTRYCT
5_|pH Or601075 68
6| Ocmoasasnoern Or 260 20 330 MOcsons/xr 290
7 Hsuneraesuiil ofnes He MeHee RowisansHoro 2.65
b Haoruects, Cr 1,000 40 1,019 rica’ 1,013 :
9 Clepminnocts Pucruop AVAREH OitTh CTEMABRLIM, eTep it bt
10 AMexniunseeRue BRRIGHEIS Li;i;t.:nur UL TR LA COUTACICTRYCT
A ) . e e e L ATENTTO T BORA T . stk o B
llocToporniie npumecn 3,0-Tpauc autanonpoct 1 | 5-C 2
AFTRHOMPOCT B CyMMe — He Gonee 3.5%: ;
Kucnora narasonpocra - ke Boaee 1.0%; <0.05 2
11 Emstinol wenacHtihunposansof i
aprsecn — ve BGonee 1,0%: < {03 |
Cyma neuachraduinposannum :
fipnyeccii - ke Goaee 2,0%, <0.05 i
Koausecrsennoe i
2 | owpeaeacue
“ | - Raranonpocra o7 00,0045 10 0,0055 % 0.0054
- benzaaxonns xnopiaa o1 0.018 20 Y022 % 0.0212
13 | Yuskosxa Ho 2.5 sn s 5,0 s pacTeope 8 6esiit 2,5 s pacrsopa b easlfi i
HAH DOAYNPOIPRMHLIL TOTINMOPHELT NONYAROIPIUALIT RUMCPHBLT
PAAKOH-EQNSNLHIUY BMECTHMOCTHIO § M2 PRAKOH-KANCOLHKLY DMUCTHMOCThIQ 3
BURPLITHIN NOJHMEPHOT KPLiWKOi ¢ M JARPLITBIH nodieproil Kpuiuxoii
HPLASKPUMITR AL HbIM ROALUD N, [To € NPCAVXPAHUTCALIKIM KONLLOAL, |
OLHOMY JUTH DI G KOO - £ Ut ELIBIY QAN (HSKOR-RENEABHIL BMCCTE ¢ i
BRCCTC O nHTT Py Rilie i 10 B dMeHEHHIO B HHCTPY RUHCH No ’l'm\u.h\.ﬂdn [i] i
RapiTonnin nnsey S |_Raplung nm LaMad
14 | Maprupobka Lisi PPCORGM mibing Padioininisri AL Dy ni i A dailie VR Bhle i)

BPOHEBALN e 1 TTRIHg,

IUAK HY

mnaworo w\snt}#&fﬂ’a <)

I) ﬂepmmnan YAKOBKA,

HU3IBAIE rap;:mpum. MHi i
HEHMCHOBEHNC NPCINPHATHE-

LOBUPLILI
HEAITEE Y l':ﬂ.."lH(HH :

LTI

'“ﬂ‘b”u
T Ny,
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| Fax+4 1001) 3504641, Email: ofics Srompham g
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8.C. Romgharm
CUR: RO 14300846, RC: J231 32112004

Company SRL. - Romart, How, 75100 Otopent. Stz Erolos, W, 1A

Ceprndurat anuinsy KOHEHOTO NpoaywTa Ne 1919001

| Ko Granka: C C-F- 12y

Hpenapar

| CAAYIIPOCT, .canty srammae 0.003% 33 s N

;‘_Jp_q.g_r_'}_nu;.u_‘nwnnau Cepitn

[ 191900

}-

e

\.

e

] HpPOouinoldci uy

11.201%

jr__k;'pue.' CodlbCIR B 11,2022 i
N | XapakTepueTHiy Yenonun aanveruanerd PeryavTar T i
f B MT, 00LEN UIaKONa-KATE D6 1Y L), Npenapata 8 Mr, cduvem fnurona- .
i YONODIA XPaHeH I, NPeaynpeaAnTC/IbHbIG KAHCHBHALUBL, VCIOBILE XP2HCHIS, !
[ HUAMHCH (0 XPRUUTL & HeIOSTYONOM 279 | TPCAVEDCTC b SIC Mt men !
! §AeTeH mecTel WCTEPH L G, HOMEP | (WXpaiinib B UCLOCTVINGNM 2t AeTe
f ! [ COPINL, JUTE 3N QTOBACH . 1T F seeretn, WCTEM LILIOR). Hayep
l ORGUM Ui A VPORY TOdNOSTH : CL"',';HH. JAaT3 wiy Vhowidnng, Jarn
<) BIOPH LR YiaRoh . { OKUHMEMIA CPORE TUALOCT I,
Ha xaprounoli nauxe: nassaune 2) Bropirtian ynaxosra, !
npenapara, MHH, nazpanye ¥ anpec ﬂg_;ggp;;gmpn naske: Halpasume
NPCLIDIKTIHA - IDOIIROAITENS, TOBAPHLIH | npenopata, MHIL nasasnme n sapec
SHek NPCANPUATHAR-GPOMTBO T HTONS {Ha NPSIPDNETHA - NPOIROITE A,
BREMACKOM AI080), 20NN T 8¢ K18 TOBRPHGLIT $RGK DC P T IR
DM, KRS TRGUMR. TOC TR Ha | ! TR O TS 1 sl e wu
poHpPORGpuTR ¢ FRILHEGOM RO LT T R LR RS R S RN FE IO OISR P
f SETHRHATS UM GC R  n VORGSR G e, OeTEn e ] i
NEPRYHCAEKKEM BUNOMOTATEALHLIX NPENapaTa ¢ YRATMINSM GOMIMICETRY |
EOMUOURUTOR, KOANMCCTEO dnaKkoHOa- AKTHBHOTO KOMMIOHCHIA B MT M 1
RaeAbUINL 00BEM (ALKOHR- KANCALIILE, NCRCHHCACHHEM BCAOMOIATE TR X !
YCHIBI Xpanetis, «Tnocol npusMeHenns: KOMIIOHUHTOB, KOILECTBO $AaKOHOB |
CM. BHCTPYRLUGD 110 NDUMCHCHH .2, Kaneannu, ovdy nukons. :
FIPCAY NIRRT C Rl ¢ HAZILICH | «?\'pamrrb R&IC ALt U, YEAOEIN APun i, IP
b HCAOCTY O IR AeTeli meereln, SLBOCUE REUMSHSHIR? O
&cfl‘x‘;)iq:iu:-..-‘:,-. AATY WIPOTHE N s, HOMCD | HaCTpynuaiu 1o HPHAMCHORHIO 3,
Ccpmt, Adly UnLHSAHILA NpURU {0AnOUT, il})\‘.é'\'lxpu‘.'.ial.:&':.ibnulk.‘ Bdgildics
PCrueTpRLNCHHLIT HOMEP, WITPHN KO1, («Xpanss o ncacerynuon 1ax et
YCHOBHA OTHYCKA W3 ANTCK. Ha ¥apTOHRYIO | MecTely, «Crepunckon), aarv
MQYKY MOTYT HUHOCHTRCA CpeacTay HITQTOBATHIA. HOMED COpitsy, Juty
MIACHTHGMABLULA € NCIoM L MUBBIUPHARTY UROHMUH N VPORN COIHOC H,
HBMARQHIS JCHINUTE LN ApCHRNATOR PUTHCITUNDGHHLEL HOMED, HITPIX KO, i
{_ BN MUl W :;‘m'-.unuii RO B i), A MOAGHUS OTRYVOND ot aaTes i
THa R TONHOTA N SOCH LA WO DN G ths ; !
i (Breyrpanwnt wosyon WM RGLL ] 108 S TOM |
A3TY (ITOTOBACHIA HE HAMOCAT, i
IS | Xpanenie B sauuituesios o7 ener weote apk TemaepnType o7 2% 10 89 C. ﬁ,
Mocac serpurio: drakona NESNEPAT CICAYCT XPUHITL AP TOMIRPHTYPE HE BbILIC |
237 C 1 nenonesosuis 8 tecine 42 aned, ;
16 _| Cpox remtoctn Svea. ;
Koneunsiii npoavkr COUTBETUTBYETHE ot et iy ed mebusiivisae M0 GOOONG- 191010 w3ni. Ny |3,
Aupentop uTae/s 10 KONTPOIIO Kuvee: s i Noragr, L1200
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BRI ATA R Y] \Ya),
- o 4(021) 350 46 40, 300 77 80, 200 77 &1 e . 8.C. Rompnarm Company S.RL.L. - Romaria, ifer, 75100 Cropani, Sy Crosior, Nr 1A
| Far 11021 3604841 Emai ofiesrgiem o ONCUCRO MRS RC Ty N
Ceprupurar annania Konenoro npo1ywra Ne 1919001 e Koa gi«TKE&:’E“{‘“—T-&"Jé
IMpenapay CNAYTIPOCT, xensu 2aauime 0, D05% , 2.5 va Ne | ]
_Hpon3soacTsennan cepun 191900 i
Hdara npouzsoaersa 11.2019 N
_ Cpox roauoecra i 11.2022 — . ]
LN Xapakrepucruxn Yeaosun Jonycrmsocty Pesvabrar
. Ouneanne Mpospatit, Gecunerioi pactnop COOTHEICTHYET |
E ToxmunocTL ‘
Jlaramonpoera Bpesn yaepausanun ocnosnoro nika ua COOTBOTCTBYCT
{ XPOMATOr paMME HCTBMTYCMOTO PacTBOPS
! - > AQKHO COOTRETCTROBATH BpOMeny
. | YACPAHBAHMA MMKA JATANONPOCTS HA
| 5 } Bensanxosua xaopuaa !I XPOMATOTPAMME CTEHAZPTHOMO PacTBOp2 COOTBETCTRYCT
i | Bpesena YACPANBUNNA IBYN OCHUBHLIX !
5 [THKOB Kl XPOMATOIPUMME HCNLITY €MUT0
! { PACTBOPA J0KILL COOTBETCT BOBATY
! BpeMenaM yaepaisanis (= 0.5 s asyx
i OCHOBILL THKOS DENIATKOI N X10PILIa Ha
' L, . T XPOMATOrPAMME CTAHAAPTHONO PACTEOPA.
I Pacrsop aonmen Guits MPOIPAMHBIM IO COOTRETCTRYET
3 Npospaunocrs CPABHEHIO ¢ BOJOIT 1AM He NpenmIaTy
| i Fraon | H
!4 | Dpernoctu’ - Pactsop aommen Guirs Gecusetni, ; CouIsnToTRyeY
5  pH 016,070 7.5 | 6.8 1
6| Oemoasasnocts O1 260 20 330 sOcmoaw/ kr 290 i
7 Mssaexaesniii 00nen He menee nomimaanioro 2,65 .
L8 | Naornoctn Or 1L000 a0 10149 rfes’ | 1.013
L8 | Crepuibuocts Paciiop avuaen Guith crepiinini, | CTepHblini
‘ | i Y PP Bitmemie sacminn aomacnn I‘ CoNTEETCTHYET
. OTCYTCTBOBATE. | )
| ! [Tocroponnne npusecn 3,6-tpanc natanonpocr u 15-C i 0.20
| | AATBHONMPOCT B cyMMme - He Doaee 3,5%: |
; { Kicnora wrasonpocra — He Gonee 1,0%:; i <005
i 11 ' Eansinoi nenaentaguuuponaiiof
i npusecH -~ He Goace 1,0%: g < .05
| [ Cymma HEICHTHD HIHPOBEH HbIX f
! 1 [_upusteceit — we Soaee 2.0%. J < (.03
i Koaiuecrsennoe ' |
|2 | onpeaeaenme
L% | - Naranonpocta 01 0,0045 10 0,0055 % 0,0054
i | - ben3aaxoHna xopian o1 0,01K 10 0,022 % 0.0212
| 13 | Yuakenka Mo 2.5 a1 ian 5,0 Mn pacteopa v Geawtii 2,5 ma pacTsopa o Genmii wan
I DoAYy npospasinil moataepuii A0AYIPOIPUUHAITT DOMMMEPH ]
: ! PIAKOH-KANCALHIIY BMECTHMOCTSIO 5 M DAARKOH-KANELHHUY BMECTHMOCThIO 3
| SURPBITBUT ROIMMEPHOT KPBILKOIT ¢ [ MY IRPLUTBIE HOAHMEPHOT KPL L0
] i NPEAOXPAHMTE Ibitbin KOO, [0 € NPCAOXPAHITENLHLIM KOJILIWOM
f ! OHOMY HIH TPI (JI2KOHOB- KANEeALHIL ! Ot Gaakox-KaneasHim smecte ¢
i ! BMOCTC ¢ HHCTpYRUMET 00 upuMcHeHno 8 | HHCTPYRUBCH [0 NPHMEHEHING B
f ! KAPTOHHOI Tavke. KAPTOHHOIT nusiKe,
4 | Mapruposka la_pyechom 3inike YR Ib1saom: {a pYCCKoM H3biKke YR IbIet ot '
; 1) Mepnuunan ynaxonka, 1) Mepnuunan ynaxoska.
| | 1 Ha 3TuKeTre insona-Kaue nmium: Ha ATUKCTRE DAMKOHN- KBICI LU b
} f | HaIBanKe npenapara, MHH, Hassanue npenapara, MHH,
i ] i HUHMCHOBRHNC npeianpusTi - HANMCHOBAHHE [!?U;illpllﬁl‘.‘is}i-
! | MPOHSBOAMTEAR 1 CTPAHL, TOBAPHLIL tHAK APOHIBOANTCAA 1 CIPUMA, T0BAPLIlL
: ; NPCANPHATHS-UPOMIBOLILTCAN (Ha IHUK llpc;ulpuﬂ'“run—r:pml's_p%{;y'c. H(H
l | BHFAHACKOM R3LIKC), JCRApCTBeHIAR AHIHICKO M HILARS Jy b1 |  ICTE H T
f l (opma, KOHUCHTPAWIA, CogepAaHite thopaa, ROUUCH LPSIHAL CO TIPS
! i [_UKTHBHOI'O KOMIOMCHTE B | M1 npenapard | axTiexoro KOMTIOHEHTa 6 1 M
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JLCTpL1H 2
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I
[ Ce THOHRAT anaansa ROHe THoro HPOAYKTY

Ne 1919001

f“_.[}pgg_igp_:ii CAAYIIPOCT, xanm 2 e 0.005% 2.5 vy Air )

AIpoussoaersennan cepin 191900] ) |
| Jlava HPOHINGACT R 11,2019 . . ]
i Cpok roanoern { 11,2002 e e J

Xapawrepucrirn

[

Ycaonun JA0NYCTUMOCTH

Petyanrar

B MT. 00bey (rakona-xanenHuuL,
YEIOBHA XPaHeH s, HPCAYIpeanTeibHble
maanien («Xpamiry, 5 HCI0CTYnHOM s
Actedi mecrely, «CTEPHTLHO.), HoMep
CCpHH, 2aTa H3roTosaeig, auta
OKORUIHIA ePOKI FroanoeT,

2) Bropiunas VIHROBKA,

Ha KAPTORRO DIMKC! HAIBLHC
npenapara, MHH, uassanne u aapec
Hpeanpustion - nponssoairreny, TOBAPHLI
SHAK APCANPUATION-IPOHIBOANTE A (Ha
HEIITCKOM A3bixe), ACKRPCTBCHNas
hopria, ROHICHTPAUMS, cocTan Ha | aa
APENApATa ¢ YKAGUHIEM Koiiee g !
l AKTHBHOT U KOMOOMEHTRA B MF 1 l

|
i
|
|
|
i
|

| MEPCHHCACHIMEM BCNOMOraTe hHLIx
| KoMnOneHTOB, ROAMYLCTO Qauxkonon-
Raneashny, o0wiém dag ROHg-Kaneanniun:,
yenonua xpatenis, «Cnocob NPUMCHCHMS!
CM. HHCTPYKILLO [0 NPHMEHCHIO, »,
ApeaynpeanTensmbie Haamen («Xpannrs
i B HOIOCTYNHOM /118 geTedt secTe!y,
f «CTepuanon), ATy HITOTORACH IS, HOMED
| cepun, ,:uny OROHYAHSN CpoKa TOAHOCTH,
[ PerHCTPALIOHHLI HoMep, LTPHX KO,
i YCIOBHR OTnyeka i3 anrex, Ha KAPTOHHV 1)
NAYKY MOIYT HanoCHTLCH peacTsa
MASHTHPHEALING ¢ HC TeMbL MOHT LOpHHIg
ABUACHHA NCKAPCTBCHHLIX npenaparon
(aByMepintit wrpixosoil ko i apyrue}), a
TAKKE TCXHOMO e KAR Hudopmatms
(BHyTpPCIuG koa $apsi-xoa), npit srom
AATY HIroTORICHHS HS HanocaT, 1

penapats & wr, obwem dnakon-
RANCABHNUKL, YCAORES APAHCHUS,
ilpc.‘xynpc,m‘rcﬂ bHBIC HUAIHC N
(«Xpariris v HEIOCTYIHOM 108 et
Meeteln, «CTEPHIIBHOM.), HoMep
C\.‘DHH‘ JAara lnrnT‘onncmm, aara
OROHUYAHIS CPOKA FOAHOCTIL,

2) Bropuunay Yuakoska.
WDTOHHON DAaMEE: Hatnamie
npenapera, MHH, naspane 5 aapec
npeanpus g - npon3RoaHTE Y,

TOBAPHBIT SHAK npenpus 1 uy-
NPOMIBOLIITENR (Ha BHFANTTC KON

| HIBIKE), AeRapeTBeniay Popaa,

KOHUCHTPALMSA, cocTap na | ay
TIPLOAPATA ¢ YRATAHIHEM KOs tecTaa
BRTHBHOTO KOMNOHCHTA B M it 5

NCPCUYMCIICHMEM BCHOMUI'&T{:,‘I}.HJ:IX |

| KOMIOHeHTOR, KOMHYECTRO daakonos-

Kaliedb il o0ven (ankong-
RULCALHUUBL YCHI0BHA XPaHeHIs,
«Crocol npuseneniu: e

llllCT[’l'_\r"Nlnllﬂ O NPHMCHCHMIO. », i
APCAYHPCINTEALHLIC HaARNCH I
(«Xpaunry p HEAOCTYHHOM 18 qeTeli
yeeteln, «Crepuanion), aany
MITOTOBIACHIA, HOMED Cepin, 1a1y
OROHNAHIA CPOKE FOn0CTH,
perneTpationuii HOMep, urtpix xoa,
Yeaonnus ﬂTI’!)’CKﬂ M3 anrex.

I5 | Xpaneune

i

B '1:1!"'"“}'.‘“"(),“ OT ¢BCTa MeCTC
ITocae
25° C u wicnoavsosuts & teueniie 42 nuedi.

1npu T‘C.\l:l{'pi'lT_\'pC Q1
BERPWTHX (L1akoHa npenapat caeayel Xpanuth

= T

a0 8 C,
OPH TCMIICPATYPE HE Boie

16 Cpok roanoery

| 3 rona.

. Koweunniii npoaykr cogrsercy BY CTAH-CORTBETCENYES TDeOOBATIT Y-
| Aupextop oraena no KOUTPOMO KayecTsa
! 5

HL I 000006-191010 . Ae -3,
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