PA3PEINEHHE
Ha BBOJ B I'P@KJIAHCKHH 000poT B Poccuiickoii Pdencpalyn cepiyl WM napTHH
1Ipon3BelIeHHOr0 B Poccuiickoit Pejepauny nin BBo3umoro B Poccuiickyio Geneparyito

HMMYHOOHOJIOIHYECKOT0 1EKapCTBEHHOT0 NIpenapaTa
Ne PO06-00110-77/00661346 ot 04.07.2023

Brinano DenepansHOMY rOCyIapCTBEHHOMY YHHTAPHOMY TIPEATIPHSTHIO
"Cankr-ITeTepOypreknil - Hay4HO-HCCICAOBATCARCKHI  HHCTHTYT BAKUMH M CBIBOPDOTOK M
NpeanpHATHE 10  NpoM3BOACTBY  OaxkTepmiinplx  npenapaToB”  @DeAepanbHOro  MeaHKo-
OHONMOTHYECKOrO  arcrreTra, Poccns, 198320, . Cankt-Tletepbypr, r. Kpacnoe Ceno,
va. Ceobonsl, a. 52, MHH: 7807021918,

{HaITMEHORAHHE TOPILANYECKOI0 THLa, Ioprandeckni agpec, MMTHH)
Penepanbian cayxba no naazopy B cdepe 3APaBOOXPAHEHHT HA OCHOBAHHH
3akJiouen st Kpacnoapekoro qumuana @I'bY "MMIIDYAOCMIT" Pocsapasnansopa

(}'IEIHMCI'IOBHHIIC (})C].ICPHJ'II)HOI‘O TOCYIapCTBEHHOTO QroKEeTHOTO }“‘IPC'A\'IICHHH)
ot 29.06.2023 Ne 7651Kn-05/23 paspemaer BBOA B rpasaanckuii 06opoT
(nara) (HOMED)
B Poccniickon @enepauun uMMynodHoa0rH1eckoro JeKapeTBEHHOI0 Mpenapara
Annepres TyOepKyJIe3HblH OUHILEHHBIM B CTAHAAPTHOM pa3Be eHHH
(ouMIIEeHHBIN TYOCPKYJIUH B CTAHAAPTHOM Pa3BEAEHHN)

{TOproroe HaHMCHORBATHE)
Anneprens! OakTepuil

(MC'/I\',II}’HHPO,HHOC HCNATCHTOBAHHOC HAMMEHOBAHNUC I'PYNTITHPOBOYHOC HJIH XHMHHCC}\'OC)
pacTBop AJis BHyTpukoxkHOro Beeaesus 2 TE/0.1 mn 1 M (10 no3) - amnynel (10 wt.) - nauku
KaPTOHHBIC ~ 1151 JiceOHO-NIPOPHIAKTHYECKUX H CAHUTAPHO-NPOQMIAKTHUECKHX YUPEsKIEHUI

(popma BeITyCKa C YKa3aHHEM EKapCTECHHON GOPMBI, 103HPOBKH, (ACOBKH H KOJIHUYECTBO B YNAKOBKC)

cepunr 10570223, oObem cepuu win naptun 8417 .
(HOMeEp cepun) (KOIHMHECTBO YHAKOBOK)
rogen 1o 01.2025 .
{cpok rogHOCTH)
NPoOH3BOACTBA denepaibHOTO rOCyAapCTBEHHOTO YHUTapHOTO npeanpHusaTus

"Cankr-IleTepOypreknii  HayuHO-MCCIIEIOBATENLCKUH  WHCTUTYT BakuMH M CHIBOPOTOK H
HPENNPUATHE 110 1IPOM3BOACTBY  Oaxrepuiinpix  mpenapaToB' @eaepanbHOr0  MEIHKO-
ononornueckoro arentersa (PIYIT CITOHMHUBC OMEA Pocceun), Pocens, r. Cankr-Iletep6ypr,
r. Kpacnoe Ceno, yin. Cpoboabt, a. 52, 1MT. b (Bce cTammu, BKIIOYas BBITYCKAMOIIMHA KOHTPOJIb
KaqgecTna).

(HaMEHOBAHHE U aiapec MPON3BOINTEIS C YRA3AHHCM CTHﬂHﬁ H}.')OHEBOIICTBEI)
Perncrpanuonnoe yrocropepenne Ne JICP-002841/07 o1 21.09.2007.
Jepxareab PErncTPaLHOHHOIO  yaocTOBepeHHst DelepaipHoe  rocydapCTBEHHOE
yhutapHoe npeanpuatne "Cankr-IlerepOyprexkuil Hay4HO-HCCIEA0BATENLCKUH HHCTHT}’T BAKLUHH
H CBIBOPOTOK M NpPEINPHUATHE NO HPOW3BOACTBY OaKTepPHIHBIX npenaparop’ dexcpanbHOro
Meanko-obuonornyeckoro aregrersa (PI'VII CIIGHMUBC OMBA: POCCHH) Poccnﬂ 198320,

r. Canxr-Ilerepbypr, r. Kpacnoe Ceno, yn. Coboasr, 1. 52.
(HapMcHOBAHKE, a7pec)

JOKYMEHT TTOITHCAH
DIEKTPOHHON NONMNHCBIO

3aMECTHTEIIE PYKOBOAMTEIS | Copiir)inir 011740000 (2 SA0DRISHAIROTL48) h JIB HBPXOMCHKO
Biia

Jleicrsieien ¢ 14 02,2023 o 09 052004

it Hapyosienwo Jivorpatit Beenonaoaori




F-SOP-02-013-01

OMBA POCCHH
q)CHCpﬂHbHOE FocyaapCcrBCcHHOe YHHTADPHOC pERpHATHE
«CHHK'I‘—HCTC[)())’pI‘CRllﬁ ll}1)"1HOvllC(’H(‘HOBZITGJIBCKHﬁ HHCTHTYT BAKUHH U CLIBODOTOR
H OPCANPHITHE O NPOH3IBOACTBY 6a}c'repnﬁuu.\' npenaparoB»

(DCI_IC[){UH)H()I‘() MeAHKO-0HO0JIOTHYECKOT0 areHTCTBA
(OIYIT CNNIBHMHUBC ®MEBA Poccnn)

Poceist, 198320, r. Canxt-Iletepbypr, r. Kpachoe Ceno, ya. Csoboabl, 1.52, Tes1.:(812) 660-06-14,
daxc: (812) 660-06-16

HACIIOPT
Ne 0005/1 o1 21.06.2023

Aunepren TyGepKy/Jie3HbIil OUHINEHHBII B CTAHAAPTHOM pa3BefeH Il
(0OYHIEeHHbIH TyOepKY/IMH B CTAHAAPTHOM pa3BeleHHn),
pacTBop AJIE BHYTPHKOKHOI0 BBedeHus, 2 TE/0,1 ma

Perucrpaunonsoe JICP-002841/07 o1 21.09.2007 (naTa BHeCceHUs

YIOCTOBEPEHHE m3merenni 12.05.2022 r,)

HopmaTtuBHas noxymeHTanus JICP-002841/07-020818, n3m. Ne 1 o1 03.04.2019 1.,
usm. Ne 2 o1 13.01.2021 1., u3m. Ne 3 01 26.07.2021 1.
m3M. No 4 o1 11.02.2022 r., u3m. No 5 o1 12.05.2022

Homep cepun 10570223

dopmart BLINTyCcKa

(lexapcTBeHHas dopma,

JLO3HPOBKA, TICPBHYHAS

VTIAKOBKA, KOJIMYECTBO PacTBOP 7 BHYTPHKOKHOTO BeeAcHHs, 2 TE/Q.1 mn
nexapcTBenHOi Gopambl) (ammyna)/ 1 mn (10 703) x 10 (n1auxa kapToHHas)
KonuuecTBo B ceprn 8 417 ynaxoBka

Jlata nipou3BoacTRa 02.02.23

Cpok rogHocTH Jo 01 2025

PesynpTaThl ucnbITaHAR

Ilokaszarenn Hopmbr MeToabi PesyabTare:
Onucanne becupernas Busyanbupli becusernas npospaunas
| npospaunasn K AKOCTE HKHIKOCTD 0e3
E 03 NOCTOPOHHUX NOCTOPOHHHX BKIIIOUEHHH
| BRITFOUCHMH
ommuHoCTE Hpr BHYTPHKOKHOM bronornuecknii [IpK BHYTPHKOIKHOM
BBEICHHH BBEICHWH
CeHCHOUIN3HPOBAH HbI CEHCHOMITH3UPOBAHHBIM
M MOPCKHMM CBHHKAM MOPCKHM CBHHKAM
BBI3BIBACT BRI3LIBAET )
TIONOKHUTEIbHbIE Honomiﬁém}mle KO)I'(HBL&:.;:» '
KO/KHDIE PEAKLIHH PEAKITIH (11anyis)
(marnynnl) R ' l
Ipospaunocts Hoixen ObITh BusyanbHbli ‘Ilﬁgj)'B\p\aiiHblﬁ '
TTPO3PAUHBIM DN 1

Crpannua 1 u3 7



F-SOP-02-013-01

HoxazaTenn Hopmb: MeToan! PesyabraTel
LBeTHOCTS Jomxen ObITh BusyanbHbli becupeTHRIN
OEeClIBCTHBIM
Mexanuueckue
BIJTIOUEHHS
Buanmeie Buanmbie BusyanbHb1H Buaumble MexaHudecKue
MeXaHH4eCKie MexaHWyYecKHe RIJTFOUEHHS OTCYTCTBYIOT
BKJTIOUEHM S BKJIHOUYEHKS JOJIKHBI
Hesuwmsble OTCYTCTBOBATD. CyerHo- Brinepxnpaer
MEXAHHYeCKHe Honxen dboToMeTprueCKHH TpeboBaHMs TTPH
BKIIOUCHU S BBLIICPYKHBATD OlIpesiesieHUH HEBU/IMMBIX
TpeboBanus NPy YacTHIL:
OTIpeaeneHnH > 10 MKM — MEHEe
HEBHIHUMBIX 4aCTHIL: 6000 wacTHn/aMiynny
> 10 mxMm — He Donee > 25 MKM — MEHee
6000 wacTu/ammymy 600 gacTaw/ammyy
> 25 MKxmM — He bosee
600 yacTun/amIrysy
pH Ot 7.35 10 7,45 TTotenupomert- 7,44
pHYECKHH
CTepuilbHOCTE HonaceH ObITh Merox CrepuiTbHbIN
CTEPUIBLHBIM NIPSIMOTO T1IOCERa
baxTepuanpuere He 6onee 5 ED/mn [ens-TpomO Tect Menee 3 ED/mn
OHIOTOKCHHBI (meron A)
W3BrnexaeMbIii He menee Duspyeckuit He MeHee HOMHHAIIBHOTO
00BeM HOMHHAIbHOIO o0BeMa
o0bema
AnxomanbHas Jomxen ObITh Buonoruueckuit Heroxcuunsiit
TOKCHUHOCTD HETOKCHUHbIM
Creunduueckas Munexc buonoruyeckuii 1,03
aKTHBHOCTD cnenudrueckolt npu t <2,064
AKTHBHOCTH JIOJUKEH
6e1Th 0T 0,95 10 1,05
TpH OTCYTCTBIH
JIOCTOBEPHBIX
pasanuni Meany
Cpe,HHHI\UfI peaKIIHHMH
Ha BBEICHHE
CTanAapTHOTO H
HCTIBITYEMOTO
00pas3ilos
(t <2,064) ,
denon Ot 2,0 no 3,5 Mr/mn Cnekrpo- 24 wmr/mn
doToMeTpHIECKHH . | ‘
N
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TToxkazaTenn

Hopmbi

|

MeToanb:

PesyanTaTer

[Ipoussoacrsennoie
HiTaMMbt

TyOepKyIHHOTEHHBIC WTAMMBI
mukoOakTepui TyGepxysiesa n3
['ocynapeTBeHHON KONNEKUME ATOT@HHBIX
Mukpooprannvos (I'KIIM) OIBY
«HUIDCMIT» Munsnpasa Poccnn
Mycobacterium tuberculosis Dt/strain
(Na7004071) w/mmm T-3480 (No 700412),
Mycobacterium bovis “Vallee™ (No 700203)

COOTBETCTBYIOT

Ynakosxa

[To 0.6 M1 (6 103) wiu
no I s (10
1103) B amIIyIIbl
BMECTHUMOCTLHO 1 Ml
13 crexna Mapka HC-
1, HC-3. YCTI-1 v
1-ro
IHAPOAHTHUYECKOTO
knacca. no OCT 64-2-
485-85., TV Y
00480945-005-96 unn
uHbIE,
COOTBETCTBYIOILIHE
TpeOOBaHHAM ISO
9187, pazpeuieHHbIe K
npuMeneHnto M3 PO,

Ha amMITysy
HAKJIEHBAIOT
CaMOKINEeAULYOCS
3THKETKY.

o 1 ammyzae o 0.6 M1
(6 n103) uan no 1 mn
(10 mo3). o 3 AW no
5 TyBGepKyNHHOBBIX
LITPULUEB.
COOTBETCTBEHHO, B
HILIMBHAYANLITON
VITaKOBKE (rietane)
(IoCT 15O 7886-1,
IFoCT ISO 7886-4.
[OCT ISO 7864,
IrOCT P 52770-2016,
I'oCT ISO 10993
(wactu 1,4,5.7.10,11))

B KOHTYPH VIO
AYEHKOBYIO YNaKoBKY
13 KapToHa

YIIaKOBOHUIIOI 0.
I[lo 1  KOHTypuo#
A4EHKOBOM YilaKOBKe ¢
aMmynof, 1npHUamMH
B TIeHalE. BMeECTE ¢
HHCTPYKLHEH no

i
|
|
|
]

Busyamnsbi

[To 1 M1 (10 no3) B ammysie
BMECTUMOCTBD | M1 13
CTEeKIa.

Ha amnyise  Hakneena
caMoKnesascs dTHKETKa.

|
i
|
;
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IToxkaszaresn Hopmpel MeToan! PesyabTaTe!
IPUMCHECHHIO B HAUKY
H3 KapTona

YIIaKOBOUHOTO.

Wnu no 10 amnyn 1o
0.6 mmm 1 ™M1 B
KOHTYPRYIO
SYEHKOBYIO YNaKOBKY
U3 KapToHa
YIAKOBOYHOTO.

[To 1 xoHTYpHOI
s4efiKOBOH  YyHaKOBKe
BMECTE c
HUHCTPYKLHEH o
NIPUMEHECHHIO B NavKy
W3  KapToHa  AA
noTpedHTeNbCKON
tapst mo 'OCT 7933-
89 Wy ynakoBOYHOIO
HUMIIOPTHOTO, HIIH
WHOTO, 110 Ka4eCTBY HE
HMKE YK43aHHOTO.

B sgmwx xapToHHBIH
nno TOCT 34033-2016

AU HHOH, 110
KauecTBY He HHXKe
YKa3aHHOTO,

IOMeNIaloT I11a9Ku ¢
IperapaTom H

YIIAKOBOYHDIM JIMCT.
B rpynnosyro 1apy,
COJepIKALIYIO
KOMTIUJIEKTBI CO
HITpHIAMH ¢
YCTPOHCTBOM,
IPEHATCTBYIOUINM HX
TIOBTOPHOMY
npumenernto (I'OCT
ISO 7886-4),
JOIyCcKaeTest
BKJIAJBIBATD
HHCTPYKLHMH 110
UCTIONBL30BAHHIO
caMopaspyLIarIIuXCs
LITIPHIEB B
KOIH4ECTBE,
COOTBETCTBYIOIIIEM
KOJIHYECTBY
BTOPHYHBIX
(roTpeCHTENBCKIX)
yIIaKOBOK B

| TpynnoBo# Tape.

[To 10 amnyn no 1 mMa B
KOHTYPHYIO  STUeHKOBY1O
YIakoBKY M3  KapToHa
YITaKOBOYHOT 0.

Ilo 1 KOHTYPHOH
AYEHKOBOR YIIAKOBKE
BMECTE ¢ HHCTPYKUMEH 1O
IPUMEHEHHUIO B MadKy H3
KapToHa 11
noTpeduUTeNbCKOHN Tapsl.

B gmmx  xapTOHHBIA
MOMEINEHLl  Tauku ¢
npenapaTom H

YIIaKOBOYHBIN JIUCT.
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IHoxasarean

Hopnel

MeToabl

Pesyanrarn

Mapxiposka

1) Hepsnunas
YHAKOBKS |
JEKAPCTBENHOTO0 |
npenapara.
Ha stukerxe ammyib
YKa3bIBAIOT: |
COKpalleHHoe
HallMeHOBaHe
npenapara:  «Quni,
TyOepKyJIHH B CT.
pass.».  obbeM  H
KOJIHYECTBRO 103.
JIeKapCTEEHHYHO
dopmy: «pacTsop s
BHYTPHKOKHOTO
BBEJICHHU»,
KOJIMHECTBO
TyOEePKYIHHOBLIX
eIMHUL B 103€, HOMep
CepPHH M ATy BhIITyCKa

|

(ueTblpe  mocaenHue
urips HOMEpa CepHit)
npenapara, CPOK
TOJHOCTH.

2) Bropnunas
YHAKOBKA.

Ha nauxe ykassipaioT:
«[TPOM3BEJIEHO»,
COKPalleHHOe
HalMEHOBaHMeE,
CTPaHy. azapec
MECTOHAXOKIEHHU
IOPHAHYECKOTO  JIHLA.
Tenedoxn, daxc, caiit
IIPOH3BOANTENS
JEKApCTBEHHOIO
npenapara.
IPYTHIHPOBOYHOE
HaMMeHOBaH e
npenapara:

«AJICPrennl
OaxTepuily, TOprosoe
HAHMEHOBAHHE
JIEKAPCTBEHHOTO
npenapara.
JAEKAPCTBEHHYHO |
dopmy, crocod
npumenenns (Cnocod
NpUMEHEHUs —  CM.
Unerpyxmwimio),

COCTaB,

Busyansupii

| [Ipe/IYNpeAnTENLHbIE
HaIImen: s

1) HepBrynas ynaxobka |
JIEKAPCTBEHHOT0 J

npenapara.
Ha  osruxerxe  amnysm
VKa3aH0:  COKpalleHHOe

HAWMEHOBaHMe TIpernapara;
«Ounit. TyGepKyInn B CT.

pass.y, obbeMm 5
KOJIHYECTBO 103,
ACKapCTBEHHYK  (hopmy:
«pacTBop 1A
BHYTPHKOKHOTO

BBEIAECHHA»,  KOTHUECTBO

TyOepKYAHHOBBIX EHHHHIL
B [03C. HOMEp CEepHu U
JaTa  BbIMYCcKa (4eTwbIpe
nocaeanye Pl HoMepa
CepuH) nperapara. Cpok
FOJIHOCTH,

2) BropnyHas ynakoska.

Ha nauxe yKa3aHo:
«ITPOM3BEIEHO».
COKpaIeHHoe
HaMMEHOBAaHME,  CTpaHa.

aIpec  MECTOHaXOKICHIY |
IOPHINYESCKOTO Tuua. |
Tenedon,  dakc.  cafT
IPOH3BOMTENS
JEKapCTBEHHOTO
npenapara.,
IPYNIUPOBOYHOE
HanMEHOBaHIE Nperapara;
«Annepredbl  SaxTepuiiy,
TOProBOE HaMMEHOBaHHE
JEKapCTBEHHOIO
npenapara,
JeKapcTBEHHas hopma.
Crocod TIPHMEHEHNS

(Criocob npumenenus —
em. MueTpykunio), cocTas.

"EPUIIbHO», = - «Jlus
40coBoH N
(YTHHOAHATHOCTY -
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IMoxasaTenn Hopmui Meroasl PesyabTarsl
IpeayTIpeNHTENbLHbIE «XPaHNuTh B HEAOCTYITHOM
HAJMACH! it neren MECTe»,
«CTEPUJIBHO», KOAWYCCTBO — amMuyll B
« s MaccoBOH nayke. 00beM U
TyOepKyIHHOMarnoc KOJIHYECTBO JI03 B AMITYyJIE,
takuy, «d1s npobbl KOJIMYECTBO 1103

MaHnTy», «XpaHuTb B
HEeJOCTYITHOM st
IeTeH MECTEN,
KOJIUYECTBO aMITyJsl B
nayke, odObeM W
KOMHYeCTBO 103 B
aMIIysie, KOJIHYECTBO
7103  npenapara B
YIIaKOBKE, KOJTHUIECTBO
TyOePKYINHOBBIX

eIHUHHI B JO3€, HOMEP
CepHH, JaTy BbITyCKa
(deThipe  TOCIEAHHE

1 dps HOMEpa
cepH), CPOK
TOIHOCTH,
PErHCTPAallHOHHELA
HOMED 154 jaty
PErUCTPAUHH,
YCIOBUS  XpaHeHus,
yCIIOBHS OTITyCKa:
«Jdns neuebHo-
npo(UNaKTUHECKUX 1
CaHWUTapHO-
npoHITaKTHIECKIX
VUpPEKIAEHNMN,
HITPUXOBOH KO,
JIOTOTHN
IIPOU3BOIANTENS

(aMmyna ¢ xamsed B
kpyre, CIIOHNNBC).
Ha navke,
comepialien
IITIPHIB],
JIOTIOIHUTEIBHO
YKa3BIBAOT
KOJIYECTBO
TyOePKYIHHOBBIX
INTIPHLER:
«...TyOepKysIHOBBIX
wrpun_»  (HusKuee
nojyepKuBanie  He
HaHOCHTCH).

Ha BTOPHYHYIO
(moTpedUTENBCKYIO)

nperapara B yTaKOBKE,
KOJIHYECTBO
TyOEepKYIMHOBLIX EIMHHL
B 103¢€, HOMEP CepHH, 1aTta
BBINTYCKAa (uernIpe
nocieaHne L pu HoMepa
CepHuH), CPOK TOAHOCTH,
PETHCTPALMOHHBIH HOMEp
M Jarta  perucTpaumi,
YCIIOBUSA XpaHenus,
yenoBus oTmycka:  «Jlns
neuedHo-
npo(hHIIaKTHIECKHX 15
CaHHTapHO-
MPOQHITaKTHUECKHX
yUpeKIAEHHH»,

IMTPUXOBOH KO, JIOTOTHIT
IPOU3BOIMTENS (aMIlyna ¢

Kansiei B Kpyre,
CII6HUUBCOC).

A

D

Ha b BToanH'oﬁ
(motpedutensckoil) |
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Iokasarenn Hopmuer 1 Meroanl ~_ Pesvabtares
YITAKOBKY.  HAHOCHT | VITaKOBKE, HAHeCeH bl
CpeacTBa CpelCTBA HAEHTHOUKALMH
HIAEHTHHKALIHN (CH).
(CH).
Homep cepuu: Homep cepuu:
XXNNMMYY, rie 10570223
XX — HomMep cepun
aKTHBHOIO BEUIECTRA.
H3 KOTOPOTO |
U3IOTOBJEH Npenapar, |
yncao or 1 oo 99, ne
3aBHCHT oT
KAJIEHIAPHOTO roj1a;
NN — 1OpsakoBbii
HOMeED, 4Heno o1 1 1o
99. He 3aBHCHT OT
KaleHIapHoro roja;
MM - Mecsl, B
KOTOPOM TIPOM3BEJICHO
JIC:
| YY — nocnennve ase
* LH(ppLl B HOMEpE
f KaJleHAapHoro rona
TFonen jno: [onen no:
MM Z777. rne: 01 2025
MM - nocaennuii
JeHL  Mecsla, B
| KOTOpOM HCTeKaeT
cpok roaroctH JIC:
22727 —-10)1. B
KOTOPOM HCTEKaeT
cpox rogHocti JIC
Yenopust xpauenns | XpanuTh B 3alIHILEHHOM OT CBeTa MeCTe npy Temrieparype ot 2 1o 8 °C.
He 3amopaxuBats
Yenosus TpancnopThpoBaTh B 3alIHINEHEOM OT CBETE MECTE TIPH TeMIIepaType or
TpancnopTuposanus | 2 no § °C. He 3amopaxusats
Cpox roanocTH 2roza ‘

3arardenue: cepus 10570223 COOTBETCTBYET/HE COOTBETCTBYET TpeGoRaH s HOp\daFHBHOH

(H\A xwe T)« e pc\h Th)

Annpeera E.A.

@10
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