TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIITAJBHICTHO «CB-1EHTAJ»
Bymuus [Iuporisebkuii wsix, Oynunok 28, m.Kuis, Ykpaina, 03083

ten. (044) 503-01-61

e-mail: sv_dental@ukr.net

E€JIPTIOY 40316713
Jexnapauis npo BignosignicTs Nel
(Deviaration of conformity No. Ay
3arajibHa HA3Ba BHPOOY: BupoOu cromaTosoriuni aas isoasuii nopo:kHUHHE pora:
Common name of medical device: Kodepaam natexchuii / 6e3 jaTekcy Ta akcecyapu
Sanctuary™ Dental Dam, Latex / Non Latex and Dental Dam accessories
Mepenik Bupobis: Jus. Jonarok 1 jpo wiel Jexnapauii npo BiAMOBiqHICTE
List of products: See Annex | to the Declaration of conformity
Bupobnnk: CEHKYYPI XEJIC CIH BXT
Manufacturer: SANCTUARY HEALTH SDN BHD
Ne 16, IMepciapan Iepinnycrpian Kanran 1, Kaacan Ilepinnycrpian Kanran
31200 Yemop, Ilepak, Manaiizis
(Ne 16, Persiaran Perindustrian Kanthan 1, Kawasan Perindustrian Kanthan,
31200 Chemor, Perak, Malaysia)
Ten.: +60 5 201 2800
Paxc: +60 5 201 8700
Enexrponna agpeca: info@sanctuaryhealth.com.my
YnoeHoBameHuii TOB «CB-AEHTAJI»
NPEACTABHUK B YKpaini: ByiL. [Tuporiscekuii wsix, Gyaunok 28, m. Kuis, Yxpaina, 03083
Authorized representative in Ten: +38 (044) 503 01 61
e e-mail: sv_dental@ukr.net; €JIPTIOY 40316713
“SV-DENTAL” LLC
28 Pyrohivskyi Shiliakh str., 03083 Kyiv, Ukraine
Ten: +38 (044 503 (1 61
e-mail: sv_dental@ukr.net; Company Code: 40316713
Cdepa 3acTocyBanns: Cromarosioria (a4 i3oma1ii oaHoro abo AekinbKox 3y0iB mig yac nikyBaHH:).
Intended Use: Dentistry (to isolate one or more teeth during treatment).
Knacudikanin: Kaac I (3rinno Iynkty 13 Jlogatky 2 TexHiuHOro pernaMeHTy Woao MeIuuHHX BUPOOiB,
Classification: sarepkeHoro Tlocranosow Kabinery Minictpie Vipainm Ne753 sin 2 ostas 2013
poKy)
Class I (according to Item 13 Annex 2 of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine Ne733 on 2 October 2(113)
Tpoueaypa ouinkn Honatok 8, TexHiuHOro permaMeHTy LOA0 MEAMYHIX BHPOOIB,
" BiAMOBIiAHOCTI: sarBepakeHoro [ocranosoro KabGinery Minictpis Yipaiuu Ne753 pig 2
Conformity Assessment Route: xoBTHA 2013 p.
Annex 8, of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ulraine Ne733 on 2 October 2013)
Tepmin aii nexaapauil nupo a0 31 rpyans 2027 poky
BignosigHicTs till December 31, 2027
Validity term of declaration of
conformity

TOB «CB-AEHTAJI», 1o € ynoBHOBa’keHHM IpeJCTABHHKOM B VYKpaimi Ta i 3a DOPY4YEHHAM BHPOOHMKA
CEHKYYPI XEJIC CAH BXJ, sin imeni Ta nia UiIKOBHTY BiANOBIAaILHICTE BHPOGHHKA EKIapye BHKOHAHHS OCHOBHHUX
BUMOT 10710 MEHYHOro BUpoOy, 3rinHo Jlogatky 1 TeXHIYHOrO PerjamMeHTy MO0 MEAMYHHX BHPOOIB, 3aTBEPIKEHOTO
[Tocranosoio Kabinety MinicTpis Yipainn Ne 753 Bin 2 skoBtHs 2013 p.

“SV-DENTAL” LLC, which is an Authorized Representative in Ukraine and acts on behalf of the manufacturer SANCTUARY
HEALTH SDN BHD, on behalf of and under the full responsibility of the manufacturer declares the fulfillment of basic requirements for

medical devices, according to.Amme. F-gf Technical regulations on Medical devices, approved by Decree of Cabinet of Minisiers of
Ukraine Ne753 on 2 chofég‘f}' 0 3:‘_"_;"' Ha ™ N
V /7RO

Micue Bumadi:

Hata nignucy «13» xoBTHA 2025p.
Place of issue:

Date of signing: 13" October 2025

AN : ; / nupextop TOB «CB-JIEHTAJI» Biktopia OPJIA

o £ %/ director “SV-DENTAL " LLC  Viktoriia ORDA
Tlianuc ynorHOBaKEHOL0CO0 (374 Ha3spa nocasu, Bracue im’a [TPI3BUILE
Signature of Authorized person=- = Position, Full Name

g

Hara: 13.10.2025 Penakuis: 5 Cropinka 1 i3 5
Date:  13.10.2023 Version: 5 Page [ of 5




TOBAPHCTBO 3 OBMEKEHOIO BIATTIOBIJAJIBHICTIO «CB-JIEHTAJI»
Bynuus [Tuporiseskuii mmsx, 6yaunok 28, m.Kuis, Ykpaiua, 03083

temn. (044) 503-01-61
e-mail: sv_dental@ukr.net
€JIPTIOY 40316713

Honartok 1 go Jexaapamii npo sianosignicrs Nel
Annex I to the Declaration of conformity No.l

Ilepenik BupoGin
List of devices

Haszsa MmeqnuHoro Bupody anriiicb Ko

Ha3spa Me1H4HOr0 BHPOOY YKPaiHCHKOI0

Ne MOBOIO MOBOIO
Name of medical device in English Name of medical device in Ukrainian
Dental Dam, latex, Thin, sizes: 152 x 152mm Kodepnam narexcuuit, Toukui, posmip: 152 x
1 | (6 inch x 6 inch), green mint 152mmM (6 m10¥MiB X 6 110HMIB), 3€/IeHHi 3
apoMaToM M’STH
Dental Dam, latex, Medium, sizes: 152 x Kodepaam narexcunit, Cepenniii, posmip: 152
2 | 152mm (6 inch x 6 inch), green mint X 152mm (6 110iMIB X 6 1I0MMIB), 3esIeHUH 3
apoMaToM M SATH
Dental Dam, latex, Heavy, sizes: 152 x 152mm | Kodepaam natexcuuii, ToBcTuii, po3mip: 152 x
3 | (6 inch x 6 inch), green mint 152MM (6 10iMIB X 6 110MMIB), 3€l1eHuMi 3
apoMaToM M’ STH
Dental Dam, latex, Thin, sizes: 127 x 127mm Kodepaam natexcunii, Toukuii, posmip: 127 x
4 | (5inch x 5 inch), green mint 127mm (5 m1oiiMiB X 5 mroiimiB), 3eneHuii 3
apoMaToM M’STH
Dental Dam, latex, Medium, sizes: 127 x Kodepaam natexcunii, Cepenniii, pozmip: 127
5 | 127mm (5 inch x 5 inch), green mint X 127mm (5 A0iMiB X 5 mioiiMiB), 3eeHuii 3
apoMaToM M’SiTH
Dental Dam, latex, Heavy, sizes: 127 x 127mm Kd(bepnam natekcHui, ToBeTnit, po3mip: 127 x
6 | (5 inchx 5 inch), green mint 127MM (5 groiimiB X 5 mroiiMiB), 3emenuit 3
apoMaTroM M’SITH
Dental Dam, latex, Thin, sizes: 152 x 152mm Kodepnam narexcanii, Toukuit, poszmip: 152 x
7 | (6 inch x 6 inch), blue plain (non flavoured) 152mm (6 groiimMiB X 6 mroiimiB), G1aknTHUI
3BU4aiHui (6e3 3anaxy)
Dental Dam, latex, Medium, sizes: 152 x Kodepaam narexcunii, Cepeaniit, posmip: 152
8 | I152mm (6 inch x 6 inch), blue plain (non % 152mm (6 10fMiIB X 6 TIOWMIB), ONaKUTHHIN
flavoured) 3BUYalHKi (0e3 3anaxy)
Dental Dam, latex, Heavy, sizes: 152 x 152mm | Kodepaam natekcuuii, TocTHii, po3smip: 152 x
9 | (6 inch x 6 inch), blue plain (non flavoured) 152mm (6 mroiiMiB X 6 n10iMiB), GlaKUTHUI
3BHMYaliHuii (6e3 3amaxy)
Dental Dam, latex, Thin, sizes: 127 x 127mm Kodepnam narexcunii, Tonkui, posmip: 127 x
10 | (5 inch x 5 inch), blue plain (non flavoured) 127w (5 mro#MiB X 5 10iimiB), GrnakuTHMi
3BUYalHMii (0e3 3amaxy)
Dental Dam, latex, Medium, sizes: 127 x Kodepnam narexcnuii, Cepeaniit, posmip: 127
11 | 127mm (5 inch x 5 inch), blue plain (non X 127mm (5 aroiimiB X 5 mroiimMis), GnakuTHMIA
flavoured) 3BHYalHHii (0e3 3anaxy)
Dental Dam, latex, Heavy, sizes: 127 x 127mm | Kodepnam natexcunii, ToscTHid, po3mip: 127 x
12 | (5 inch x 5 inch), blue plain (non flavoured) 127mm (5 m10iMIB X 5 mroiiMiB), GrakuTHMI

3BuyaiHuil (6e3 3amaxy)

Micue Buaayi:
Place of issue:

M. Kui
Kyiv cify 7 /

:::r-f;’

[Tianme ynoBHOBakeHO] agaﬁu_
Signature of Authorized person. ", ~—

e

&/

Hara nignucy
Date of signing:

«13» xoBTHs 2025p.
“13" October 2025

i/ nmpextop TOB «CB-JIEHTAJI» Bikropis OPJIA
{/ director “SV-DENTAL" LLC  Viktoriia ORDA

Hassa nocamu, Bnacke im’s TIPI3BUIIIE
Position, Full Name

Hara:

Date:

13.10.2025
13.10.2025

Penaxuis: 5
Version: 3

Cropinka 2 i3 5
Page 2 of 5




TOBAPUCTBO 3 OBMEKEHOI BIAMMOBIIAJBHICTIO «CB-JEHTAJI»
Bynuus [Tuporiseskuit nusix, 6yauHok 28, m.Kuis, Ykpaina, 03083

ten. (044) 503-01-61
e-mail: sv_dental@ukr.net
€JIPTIOV 40316713

Homxarox 1 o Jexmapauii npo Bianosignicts Nel
Annex | to the Declaration of conformity No.!

Ilepenix BupobiB
List of devices

Ha3zsa Me1H4HOro BUPOOY AHIIiIHCHLKOIO

Ha3sa MeaH4HOro BHPOOY YKpPaiHCHKOIO

Ne MOBOIO MOBOIO
Name of medical device in English Name of medical device in Ukrainian
Dental Dam, latex, Thin, sizes: 152 x 152mm Kodepaam natexcHuil, ToHKHI, po3mip: 152 x
13 | (6 inch x 6 inch), black mint 152vmM (6 mroiimiB % 6 A10HMIB), YOPHHH 3
apoMaToM M’SITH
Dental Dam, latex, Medium, sizes: 152 x Kodepaam natekcuuid, Cepenniit, posmip: 152
14 | 152mm (6 inch x 6 inch), black mint X 152mM (6 mroiiMiB X 6 Ar0MIB), YOPHUH 3
apoMaToM M ATH
Dental Dam, latex, Heavy, sizes: 152 x 152mm | Kodepnam narexcuuii, TocThii, posmip: 152 x
15 | (6 inch x 6 inch), black mint 152mm (6 aroiiMiB X 6 10HMIB), HOpHHMIL 3
apoMaToM M ATH
Dental Dam, latex, Thin, sizes: 127 x 127mm Kodepnam narexcuuit, Tonkwuii, posmip: 127 x
16 | (5 inch x 5 inch), black mint 127mmM (5 mro#MiB X 5 m10HMIB), YOpHHH 3
apoMaToM M SATH
Dental Dam, latex, Medium, sizes: 127 x Kodepnam narexkcunii, Cepenniii, posmip: 127
17 | 127mm (5 inch x 5 inch), black mint X 127MM (5 aroiMiB X 5 110#MIB), YOpHUT 3
apoMaToM M’SITH
Dental Dam, latex, Heavy, sizes: 127 x 127mm | Kodepnam narexcuuit, ToBctuit, posmip: 127 x
18 | (5 inch x 5 inch), black mint 127vM (5 nro#imiB X 5 JIFOHMIB), YOPHH 3
apoMaToM M’ SITH
Dental Dam, latex, Thin, sizes: 152 x 152mm Kodepnam narexcunit, Tonkui, posmip: 152 x
19 | (6 inch x 6 inch), silk blue mint 152mm (6 groimiB * 6 aroimiB), 6aKUTHHN
HIOBK 3 apOMaToM M STH
Dental Dam, latex, Medium, sizes: 152 x Kodepnam narexcunii, Cepenniit, posmip: 152
20 | 152mm (6 inch x 6 inch), silk blue mint x 152mM (6 q10MMIB X 6 110WMIB), OIIakUTHUM
LI0OBK 3 apOMaTOM M’ SITH
Dental Dam, latex, Heavy, sizes: 152 x 152mm | Kodepnam narekcuuii, ToBeruii, po3mip: 152 x
21 | (6 inch x 6 inch), silk blue mint 152mM (6 aroitmiB x 6 qroiMIB), GlakUTHUI
LLIOBK 3 apOMATOM M STH
Dental Dam, latex, Thin, sizes: 127 x 127mm Kodepaam natexcunii, Tonkuit, posmip: 127 x
22 | (5 inch x 5 inch), silk blue mint 127MM (5 aroiMIB X S 1ro#iMiB), G1akUTHUIMA
LIOBK 3 apOMaTOM M’SITH
Dental Dam, latex, Medium, sizes: 127 x Kodepnam narexcunit, Cepenniii, po3mip: 127
23 | 127mm (5 inch x 5 inch), silk blue mint X 127mm (5 mroiimiB X 5 aroiimis), 6akUTHHI
IIOBK 3 APOMATOM M’SITH
Dental Dam, latex, Heavy, sizes: 127 x 127mm | Kodepnam narexcunit, Tosernii, po3mip: 127 x
24 | (5 inch x 5 inch), silk blue mint 127mMm (5 aroimiB x S arolMiB), 6aakuTHUH

IIOBK 3 apOMaToM M’ STH

Micue Buaayi:
Place of issue:
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Signature of Authorized perso e _‘-_'f;,
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Jara mianucy
Date of signing:

<«13» wosTHa 2025p.
“13" October 2025

/" napextop TOB «CB-JIEHTAJI» Biktopis OPJIA
director "SV-DENTAL" LLC  Viktoriia ORDA
Hasea nmocanu, Bnacxe im's [IPI3BUILE
Position, Full Name

Hara:

Dare:

13.10.2025
13.10.2025

Penaxuis: 5
Version: 5

Cropiaka 3 i3 5
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TOBAPHUCTBO 3 OBMEKEHOIO BIIIMTOBIIAJBHICTIO «CB-JIEHTAJI»
Bymuus Tuporisebknii nusix, 6yaunok 28, m.Kuis, Ypaina, 03083

Tea. (044) 503-01-61
e-mail: sv_dental@ukr.net
€JIPIIOY 40316713

Honarox 1 1o Jlexnapanii mpo sianoeigmicrs Nol
Annex I to the Declaration of conformity No. |

Iepenik Bapobis
List of devices

Hasea mennunoro Bupody anriiicbkoro

Ha3ssa mennunoro Bupody ykpaincnkoro

[linne ynoBHOBa)EHOT 0cOGH
Signature of Authorized person

e

Ne MOBOIO MOBO0
Name of medical device in English Name of medical device in Ukrainian
Dental Dam, latex, Thin, sizes: 152 x 152mm Kodepram narekcumii, Touxui, po3mip: 152 x
25 | (6 inch x 6 inch), pink mint 152mMm (6 mrofimis x 6 MIOMMIB), POKEBUIA 3
apoMaroM M’siTu
Dental Dam, latex, Medium, sizes: 152 x Kodepnam narekcunit, Cepeniii, po3mip: 152
26 | 152mm (6 inch x 6 inch), pink mint X 152mm (6 mroiiMiB X 6 mroiimis), POXKEBHI 3
apomMaToM M’SITH
Dental Dam, latex, Heavy, sizes: 152 x 152mm Kodpepnam narexcumit, Toscrwii, po3mip: 152 x
27 | (6 inch x 6 inch), pink mint 152mm (6 moiimiB % 6 aroiimiB), POXKEBHH 3
apoMaToM M’STH
Dental Dam, latex, Thin, sizes: 127 x 127mm Kodepnam natekcunii, Tonkwuii, po3mip: 127 x
28 | (5 inch x 5 inch), pink mint 127mm (5 mioiimiB x 5 moiimis), POKEBHI 3
apoMaTroM M’STH
Dental Dam, latex, Medium, sizes: 127 x Kogepnam narexcunii, Cepenniii, po3mip: 127
29 | 127mm (5 inch x 5 inch), pink mint X 127mm (5 moiimie X 5 moiiMis), POXKEBHH 3
apoMaToM M’STH
Dental Dam, latex, Heavy, sizes: 127 x 127mm Kodepnam natexcruuit, Tosernii, posmip: 127 x
30 | (5 inch x 5 inch), pink mint 127mm (5 mioiimis x 5 mroiimis), POXKEBHH 3
apomMaToM M’SITH
Non Latex Dental Dam, Medium, sizes: 152 x Kodepnam 6e3 narekcy, Cepennin, po3Mmip:
31 | 152mm (6 inch x 6 inch), purple mint 152 % 152mm (6 mioiimis x 6 moiimis),
OYPIYPHUH 3 apOMATOM M’ATH
Non Latex Dental Dam, Medium, sizes: 127 x Kodepaam 6Ge3 narekcy, Cepenniit, posmip:
32 | 127mm (5 inch x 5 inch), purple mint 127 x 127mm (5 mioiimis x 5 JHOMMIB),
I OYPIYPHUH 3 apoMaToM M’STu
Dental Dam, EndoResto Kit Habip xodepaamy EnnoPecro
(contents: Dental Dam, latex, Thin, sizes (BmicT: Kodepaam narexcuui, Tonkuit,
152mm x 152mm (6 inch x 6 inch), silk blue po3mip: 152 x 152mm (6 mroiimiB X 6 JHOUMIB),
mint, 36pcs; Dental Dam, latex, Heavy, sizes ONaKUTHUI 1TOBK 3 apomMaTtoM M’atu, 36T
33 152mm x 152mm (6 inch x 6 inch), blue plain Kodepaam narexcuui, Tosctnit, posmip: 152 x
(non flavoured), 36pcs; Non Latex Dental 152mm (6 mrolimiB x 6 JNIOUMIB), OlTakuTHMI
Dam, Medium, sizes 152mm x 152mm (6 inch | 3Buuaiiumii (6e3 3amaxy), 36mr:; Kodepmram
* 6 inch), purple mint, 2pack*2pcs) 0e3 narekcy, Cepeniii, po3mip: 152 x 152mm
(6 mroiiMiB X 6 mroiimiB), MypHypHHUH 3
e apoMaToM M’'ATH, 2nmak.*2mr)
34 | Dental Dam Frame/108mm" + Pamka aist kodepaamy, 105mm
35 | Dental Dam Fr&:,ziié‘ﬁ@mm L,‘Q’\\t Pamka s kobepaamy, 129vm =
{2/ AW\
Micue Bugaui:  w. Knig & || IHTAJ" ﬁ'| 2 Hara nignucy «13» xoBTHS 2025p.
Place of issue: Kyiv chg Al I,-J JP .J'i; Date of signing: “13" October 2025
< T o
ﬁ% N Lg/’;f‘ Anpextop TOB «CB-IEHTAJI» BikTopis OPJIA
/ RO wa0 “ 7" director “SV-DENTAL” LLC Viktoriia ORDA

Haspa nocaau, Bnacue iM’s [TPI3BUIIIE
Position, Full Name

Hara:

Date:

13.10.2025
13.10.2025

Penakmis: 5
Version: 3

Cropinka 4 i3 5
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TOBAPUCTBO 3 OBMEXEHOIO BIAITOBITAJIBHICTIO «CB-JEHTAJD»
Bysuua [uporisebkuit msix, 6ynusok 28, m.Kuis, Ykpaina, 03083

Tei. (044) 503-01-61
e-mail: sv_dental@ukr.net
€JIPTIOY 40316713

Jloparok 1 no Jlexnapauii npo Bianosignicrs Nel

Annex | to the Declaration of conformity No. [

[epenik BupobiB
List of devices

[Tinmie ynoHoBakeHoT ocobn
Signarure of Authorized person

Ha3zpa Mequ4HOro BHPo0y aHIIiHCHKOI0 HazBa Mean4uHOT0 BHPOOY YKPalHCHKOI0
Ne MOBOK MOBOIO
Neame of medical device in English Name of medical device in Ukrainian
36 Dental Dam Punch [Hnmui-npobiitnuk s kodepramy
37 Dental Dam, Forceps I1Immoi ans BCTAaHOBICHHS KilaMepiB
18 Dental Dam, Clamp Ne 2 Knamep Ne 2
39 Dental Dam, Clamp Ne 2A Knamep Ne 2A
40 Dental Dam, Clamp Ne 201 Knamep Ne 201
41 Dental Dam, Clamp Ne 202 Knamep Ne 202
4 Dental Dam, Clamp Ne 203 Knamep Ne 203
43 Dental Dam, Clamp Ne 204 Kiramep Ne 204
44 Dental Dam, Clamp Ne 207 Kitamep Ne 207
45 Dental Dam, Clamp Ne 210 Kiramep Ne 210
'J 46 Dental Dam, Clamp Ne 211 Knamep Ne 211
Dental Dam, Clamps with Organizer Knamepu 3 opranaiizepom
(contents: Organizer; Dental Dam, Clamp Ne | (BmicT: Opranaif3ep -nijcraBka as 30epiranHs
2; Dental Dam, Clamp Ne 2A; Dental Dam, | knamepis; Knamep Ne 2; Kiamep Ne 2A; Knamep
47 Clamp Ne 201; Dental Dam, Clamp Ne 202; | Ne 201; Knamep Ne 202; Knamep Ne 203; Knamep
Dental Dam, Clamp Ne 203; Dental Dam, Ne 204; Knamep Ne 207; Knamep Ne 210; Knamep
Clamp Ne 204; Dental Dam, Clamp Ne 207; | Ne 211)
Dental Dam, Clamp Ne 210; Dental Dam,
Clamp Ne 211) .
Dental Dam Kit Habip ans kobepaamy
(contents: Dental Dam, latex, Medium, (BmicT: Kobepnam natexchuit, Cepeniii, po3mip:
sizes: 152 x 152mm (6 inch X 6 inch), green | 152 x 152mm (6 qroiimiB % 6 mroiiMiB), 3enennii 3
48 | mint, 36pcs; Dental Dam Frame, 129mm; apomaroMm M’sTH, 361T; Pamka mst kodepmamy,
Dental Dam Punch; Dental D,am,.E\rceps 129mm; HInnui-npobiiHuk ans kodepaamy:;
Dental Dam, Clamps wuh/GrgaﬁIZerj [Ilunui ana BcTaHoBIEHHS KnaMepi; Kitamepu 3
X/ w” \\“ OpraHan3epom)
Micue Bugaui: M. Kuis { N \ = ara nignucy «13» xosTHA 2025p.
Place of issue: Kyiv city S ' ' “) “Dte of signing: 137 October 2023
\
W \ ;{ u kTop TOB «CB-JIEHTAJI» BikTopis OPJIA
/ ) a‘f ttor “SV-DENTAL” LLC  Viktoriia ORDA

Hasga nocanu, Bnacue im’s [TPISBUILE
Position, Full Name

Hata: 13.10.2025
Date:

Penakuis: 5
Version: 3

13.10.2025

Cropinka 5 i3 5
Page 5 of 3
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