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ELEPAJIBHASl C/TY)KBA MO HAZ30PY B COEPE
30PABOOXPAHEHUS
(POC3OPABHAL3OP)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEOVUUMHCKOE U3OENTUE

or 21.01.2019 N2 P3H 2019/8022
Ha MepguumHckoe nspenue

CucTeMa MMMIAHTATOB AEHTaNbHbIX BHYTPUKOCTHbIX BUHTOBbIX 4BYXKOMMOHEHTHbIX "Sweden
& Martina"

HacTosiwee perncrpaunoHHoe ya0CTOBEPEHUE BblAAHO

000 "PyctaHgapt”

MNpownsBoamnTens

"CBMOEH 3HO MAPTUHA C.IN.A."

MecTo npou3BOACTBa MEAULMHCKOTO U3LENUs

WUtanug, SWEDEN & MARTINA S.P.A,, Via Veneto, 10, 35020 Due Carrare (PD), Italy
Homep peructpaumoHHoro gocbe N2 P3H 2019/8022

Bun meanumHckoro nsgenus: 120500

Knacc noteHUManbHOro pucka npUMeHeHUs MeaULMHCKOro ulaenus: 26

Kon ObLwepoccuiickoro knaccudukatopa NpoayKumum ans
MegMuMHCKoro usnenus: 32.50.22.190

HacTosuwee perncTpaumMoHHOe yaoCTOBEPEHUE UMEET NMPUITOXKEHUE

Mprkasom PocsppaBHaa3opa ot 21.01.2019. N2

HonyweHo Kk obpaweHuto Ha Tepputopum Poccuickon @epepaumu.

PykoBoguTenbs MenepanbHoM cnyxobl (neyatb)
Mo Haa30py B chepe 34paBOOXPAHEHUS
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GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 21.01.2019 N2 P3H 2019/8022 Nuct 2
Ha MeguumHckoe nspenue
CucTeEMa MMNNAHTATOB AEHTaNbHbIX BHYTPUKOCTHBIX BUHTOBbIX [ABYXKOMMOHEHTHbIX "Sweden

& Martina"

B coctaBe: |. KomnoHeHT N2 1 MiIMnnaHTaTtel, BapMaHTbl ucnonHeHus: 1. MMnnantat Premium

Straight ZIRTI (PREMIUM STRAIGHT IMPLANT ZIRTI): A-ZT-330-085, A-ZT-330-100, A-

ZT-330-115, A-ZT-330-130, A-ZT-330-150, A-ZT-380-085, A-ZT-380-100, A-ZT-380-115, A-

ZT-380-130, A-ZT-380-150, A-ZT-380-180, A-ZT-425-070, A-ZT-425-085, A-ZT-425-100, A-

ZT-425-115, A-ZT-425-130, A-ZT-425-150, A-ZT-425-180, A-ZT-500-070, A-ZT-500-085, A-

ZT-500-100, A-ZT-500-115, A-ZT-500-130, A-ZT-500-150. 2. UMnnaHTaTt Premium SP ZIRTI

(PREMIUM SP IMPLANT ZIRTI): A-ZT-380SP-085, A-ZT-380SP-100, A-ZT-380SP-115, A-

ZT-380SP-130, A-ZT-380SP-150, A-ZT-425SP-070, A-ZT-425SP-085, A-ZT-425SP-100, A-

ZT-425SP-115, A-ZT-425SP-130, A-ZT-425SP-150, A-ZT-500SP-070, A-ZT-500SP-085, A-

ZT-500SP-100, A-ZT-500SP-115, A-ZT-500SP-130, A-ZT-500SP-150. 3. MmMnnaHTat Shelta

ZIRTI Regular Thread (SHELTA IMPLANT ZIRTI REGULAR THREAD): SH-ZT-380-085, SH-

ZT-380-100, SH-ZT-380-115, SH-ZT-380-130, SH-ZT-380-150, SH-ZT-425-085, SH-

ZT-425-100, SH-ZT-425-115, SH-ZT-425-130, SH-ZT-425-150, SH-ZT-500-085, SH-

ZT-500-100, SH-ZT-500-115, SH-ZT-500-130, SH-ZT-500-150, SH-ZT-600-085, SH-

ZT-600-100, SH-ZT-600-115, SH-ZT-600-130. 4. UmnnaHTaT Shelta ZIRTI Wide Thread

(SHELTA IMPLANT ZIRTI WIDE THREAD): SH-ZT-380SL-085, SH-ZT-380SL-100, SH-

ZT-380SL-115, SH-ZT-380SL-130, SH-ZT-380SL-150, SH-ZT-425SL-085, SH-ZT-425SL-100,

SH-ZT-425SL-115, SH-ZT-425SL-130, SH-ZT-425SL-150, SH-ZT-500SL-085, SH-

ZT-500SL-100, SH-ZT-500SL-115, SH-ZT-500SL-130, SH-ZT-500SL-150. II. KoMnoHeHT N2 2

ABaTMeHTbI, BapuaHTbl ucnonHexus: 1. AbatmeHT tutaHosbin (TITANIUM POST): A-MF-330;

A-MF-380;

A-MF-425;

A-MFR-330;

A-MFR-380;

A-MFR-425;

A-MFR-500;

A-MFP-330;

A-MFPR-330;

A-MFPR-380;

A-MFPR-425;

A-MFPR-500;

A-MFS-330;

A-MFS-380;

A-MFS-425;

APyraBegeTens DenepanbHon Cyx6bl (nevat)
[ L38Y B cdepe 34paBOOXPAHEHMUS

ﬁ@jﬂ -425;

A-MFTI-500;

A-CAMTABUF-330-08; 2

A-CAMTABUF-330-12;

A-CAMTABUF-380-08;

A-CAMTABUF-380-12;

A-CAMTABUF-425-08;

A-CAMTABUF-425-12;

_noAnucb_



®EJEPAJIbHAS CTY)KBA MO HAZI30PY B COEPE
30PABOOXPAHEHUA
(POC3[IPABHA30P)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEONUNHCKOE U3OEJIVE

A:CAMTABUF:SOO:lDE OT 21.01.2019 Ng P3H 2019/8022

A-PAD-AD330-40;
A-PAD-AD380-15;

1 A-PAD-AD380-30;
_ A-PAD-AD380-40;
© A-PAD-AD425-15;

© A-PAD-AD425-30;

A-PAD-AD425-40;
A-PAD-AD500-15;
A-PAD-AD500-30;
A-PAD-AD500-40;
A-PAD-AA330-173;
A-PAD-AA330-175;
. A-PAD-AA380-173;
A-PAD-AA380-175;
A-PAD-AA425-173;
A-PAD-AA425-175;
A-PAD-AAS00-173;
A-PAD-AAS00-175;
A-PAD-AA330-303;
A-PAD-AA330-305;
A-PAD-AA380-303;
A-PAD-AA380-305;
A-PAD-AA425-303;
A-PAD-AA425-305; 4y
A-PAD-AAS500-303; Ty
A-PAD-AAS00-305; 2
- A-PLAIN-ABU330-2; -
A-PLAIN-ABU380-2;
© A-PLAIN-ABU425-2;
A-PLAIN-ABUS00-2;
~ A-PLAIN-ABU330-3;
A-PLAIN-ABU380-3;
A-PLAIN-ABU425-3;
A-PLAIN-ABU500-3;
A-PLAIN-ABU330-4;
A-PLAIN-ABU380-4;
A-PLAIN-ABU425-4;
© A-PLAIN-ABUS00-4;
A-BASTZR-S-330-4;
A-BASTZR-S-380-4;

e | > N A-BASTZR-5-425-4;
b ' - A-BASTZR-S-500-4;
1 s " A-BASTZR-S-330-6;

A-BASTZR-5-380-6;
A-BASTZR-5-425-6;
A-BASTZR-S-500-6;
A-BASTZR-M-330-4;
A-BASTZR-M-380-4;
© A-BASTZR-M-425-4;
A-BASTZR-M-500-4;
A-BASTZR-M-330-6;
A-BASTZR-M-380-6;

v A-BASTZR-M-425-6;
A-BASTZR-M-500-6;
A-AS-330-1;
A-AS-380-1;
A-AS-425-1;
A-AS-330-2;

p A-AS-380-2;
A-AS-425-2;
A-AS-500-2;
A-AS-330-4;
A-AS-380-4;
A-AS-425-4;
AS-BASTZR-5-425-4;
AS-BASTZR-5-425-6;
AS-BASTZR-S-500-4;
AS-BASTZR-S-500-6;
AS-BASTZR-M-425-4;

- AS-BASTZR-M-425-6;

- AS-BASTZR-M-500-4, AS-BASTZR-M-500-6;
 AS-MF-425;
AS-MF-500;
AS-MFR-425;
AS-MFR-500;
AS-MFPR-425;
AS-MFPR-500;

© AS-MFS-425;

_ AS-MFS-500;
AS-PAD-AD425-15;
AS-PAD-AD425-30;

 AS-PAD-AD425-40;

© AS-PAD-AD500-15;
AS-PAD-AD500-30;

_ AS-PAD-AD500-40;

~ AS-PAD-AA425-173;

1 § N | ASPAD-AM2S-175
i J"i.: - . PYKBEOanTenp MenepanbHoM CNyxObI (nevatb)
S EdEzopy B cdepe 3apaBOOXpaHEHUs

RO _noanuch_

AS-PLAIN-ABU425-2;

~ AS-PLAIN-ABU425-3;
AS-PLAIN-ABU425-4;
AS-PLAIN-ABU500-2;
AS-PLAIN-ABUS00-3;
AS-PLAIN-ABU500-4;

- - ABaTMeHT TUTaHOBbI aHOAMPOBaHHbIi (ANODIZED TITANIUM POST): A-MDAD-330;
‘A-MDAD-380;
A-MDAD-425;
'A-MDAD-500;
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£330 ot 21.01.2019 N2 P3H 2019/8022
A-MD-330-2;
© AMD-330-4;
~ A-MD-380-1;
A-MD-380-2;
A-MD-380-4;
A-MDR-330-1;
A-MDR-330-2;
 AMDR-330-4;
~ A-MDR-380-1;

A-MDR-380-2;
A-MDR-380-4;
A-MDR-425-1;
A-MDR-425-2;
A-MDR-425-4;
A-MDR-500-1;
A-MDR-500-2;
~ A-MDR-500-4;
A-MAT5-330;
A-MAR15-330;
A-MAR15-380;
A-MAR15-425;
A-MAR15-500;
A-MAR25-380;
A-MAR25-425;
AS-MAR15-425;
AS-MAR15-500;
AS-MAR25-425;
AS-MD-425-1;
AS-MD-425-2;
AS-MD-425-4;
AS-MD-500-1;
~ AS-MD-500-2;
AS-MD-500-4;
© AS-MDR-425-1;
AS-MDR-425-2;
© AS-MDR-425-4;
AS-MDR-500-1;
AS-MDR-500-2;
AS-MDR-500-4. 3. AGaTmenT TuTaHoBsiit Locator ¢ TiN nokpeimvem (LOCATOR TITANIUM TiN POST): 01670;
01671;
01672;
01675;

01676
01677;

01678;
01679;

01680;

01681;

01682;

01683;

01684;

01685;

01686;

02724;
R 02725;

02726;

02727. 4. ABaTmenT u3 30n0T0r0 CrnaBa (GOLD ALLOY POST): A-UCR-330-EX;

A-UCR-380-EX;
 AUCR-425-EX;

~ A-UCR-500-EX;
A-UCR-330;
A-UCR-380;
A-UCR-425;
A-UCR-500;

. AS-UCR-425-EX;
AS-UCR-500-EX;
AS-UCR-425;
AS-UCR-500;
PAD-UC. 5. AGaTmenT u3 Ko6ansTo-xpomosoro crnaga (CRCO POST): A-UCRCO-330-EX;
A-UCRCO-380-EX;
A-UCRCO-425-EX;
A-UCRCO-500-EX;
A-UCRCO-330;
A-UCRCO-380;
A-UCRCO-425;
A-UCRCO-500;
AS-UCRCO-425-EX;

© AS-UCRCO-500-EX;
AS-UCRCO-425;
AS-UCRCO-500;
PAD-UCRCO;
AS-CAMCABUF-425-08;
AS-CAMCABUF-425-12;
AS-CAMCABUF-500-10;
© AS-CAMCABUF-500-12;
~ A-CAMCABUF-330-08;
A-CAMCABUF-330-12;
A-CAMCABUF-380-08;
A-CAMCABUF-380-12;
© A-CAMCABUF-425-08;
A-CAMCABUF-425-12;
A-CAMCABUF-500-10;
~ A-CAMCABUF-500-12. 6. ABaTmenT Bpemenbiii TTanosbi (TEMPORARY TITANIUM POST): A-MPSA-330-EX;
~ A-MPSA-380-EX;

gﬁ%o,u,menb MepepanbHOM Cnyxobl (nevat)
fosaA30py B chepe 34paBoOOXpaHeHMS

© _noanucb_
A-MPSA-380;

- AMPSA-425;
A-MPSA-500;
A-MPSCI-330;
AMPSCI-380;
A-MPSCI-425;

A
A
A
A
A
A

" A-MPSCR-500;
AS-MPSCR-425;
AS-MPSCR-500. 8. AGaTMeHT BpeMeHHbiit BbKATaeMbiit



®EJEPAJIbHAS CTY)KBA MO HAZI30PY B COEPE
30PABOOXPAHEHUA
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PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEONUNHCKOE U3OEJIVE

(FULLY CASTABLE POST): A-CC-330-EX; oT 21'01'2019 NQ P3H 2019/8022

. A-CC-380-EX;

- A-CC-330;
A-CC-380;
A-CCR-330-EX;
A-CCR-380-EX;

~ A-CCR-425-EX;

A-CCR-500-EX;

A-CCR-330;

A-CCR-380;

A-CCR-425;

A-CCR-500;

AS-CCR-425-EX;

AS-CCR-500-EX;

AS-CCR-425;

AS-CCR-500;

A-CCABU-330-ROT;

A-CCABU-380-ROT;

A-CCABU-425-ROT;

A-CCABU-500-ROT. 1. Ki Ne 3, uci : 1. BunT-3arnywka (SURGICAL COVER SCREW): A-VT-330, A-VT-380, A-VT-425, A-VT-500;
SH-VT-380-VE, SH-VT-425-BL, SH-VT-500-VI, SH-VT-600-GR. 2. ®opmuposartens aecHbl (TRANSGINGIVAL HEALING CAP): A-TMGR-330-2;

A-TMGR-330-3;
A-TMGR-330-5;
A-TMGR-380-2;
- A-TMGR-380-3;
A-TMGR-380-5;

- A-TMGR-380-7;

A-TMGR-425-2;
A-TMGR-425-3;
A-TMGR-425-5;
A-TMGR-425-7;
A-TMGR-500-2;
A-TMGR-500-3;

- A-TMGR-500-5;

A-TMGR-500-7;

A-TMG-330-2;

A-TMG-330-3;

A-TMG-330-5;

A-TMG-380-2;

A-TMG-380-3;

A-TMG-380-5, A-TMG-425-2, A-TMG-425-3, A-TMG-425-5, A-TMG-500-5;
AS-TMGR-425-2;

 AS-TMGR-425-3;

AS-TMGR-425-5;
AS-TMGR-425-7;
AS-TMGR-500-2;
AS-TMGR-500-3;
AS-TMGR-500-5;
AS-TMGR-500-7. 3. AHanor umnnantata (IMPLANT ANALOGUE): A-ANA-330;
A-ANA-380;
A-ANA-425;
A-ANA-500. 4. AHanor a6atmenTa (POST ANALOGUE): A-ANABU-330;
A-ANABU-380;
A-ANABU-425;
A-PLAIN-ANA-330;
A-PLAIN-ANA-380;
A-PLAIN-ANA-425;
A-PLAIN-ANA-500;
ANAS;
PAD-ANA. 5. AHanoru a6atmenTa Locator (LOCATOR FEMALE ANALOG): 08530 - He Gonee 4 wr. 6. TpaHcdep cnenouHbii Tutakosbii (TITANIUM TRANSFER): A-TRA-330;
 A-TRA-380;
~ A-TRA-425;
A-TRA-500;
A-TRAR-330;
A-TRAR-380;
A-TRAR-425;
A-TRAR-500;

 A-TRAS-330;

A-TRARS-330;
A-TRARS-380;

~ A-TRARS-425;

A-TRARS-500;

~ A-TRABU-330;
~ A-TRABU-380;

A-FRABU-425;

riBykegoouTenb MenepanbHow CnyxoObl
f\%&a 1130pY B Chepe 34paBOOXpaHEHNS
A

(nevaTtnb)

50, _noanuchb_

A-PLAIN-TRA-425;

- A-PLAIN-TRA-500;

AS-TRA-425;
AS-TRA-500;
AS-TRAR-425; -

A-INT-CAMTRA425;
A-INT-CAMTRA500.
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ot 21.01.2019 N2 P3H 2019/8022 JNinct 6

9. TpaHcdep cnenoyHbii antommumneBslit (ALUMINIUM TRANSFER): A-CAMETRA330;
A-CAMETRA380;

A-CAMETRA425;

A-CAMETRAS500;

PAD-CAMETRAS00. 10. TpaHcdepsl cnenoyHble Locator ¢ TexHnyeckoi Bknagkov (LOCATOR IMPRESSION COPING): 08505 -
He 6onee 4 wt. 11. Konnavok cnenoyHbiit (IMPRESSION CAP): PAD-CAP;
PAD-CAP-EX. 12. BuHT k TpaHcdepam (TRANSFER SCREW): VTRA2-180-15;
VTRA2-180-20;

VTRA2-200-15;

VTRA2-200-20;

VTRA2-180-10;

VTRA2-200-10;

A-VTRABU-180;

A-VTRABU-200;

PAD-VTRA-140;

PAD-VTRAL-140;

A-PLAIN-VTRA200;

VTRA2-180-MAN;

VTRA2-200-MAN. 13. BuHT gng abatmenTos (POST SCREW): VM2-180 (VM2-180-10 - ynakoska 10 wr.);
VM2-200 (VM2-200-10 - ynakoBka 10 wr.);

A-VABU-180;

A-VABU-200;

PAD-VM-180 (PAD-VM-180-10 - ynakoska 10 wr.);

PAD-VM-200 (PAD-VM-200-10 - ynakoeka 10 wr.);

PAD-VP-140 (PAD-VP-140-10 - ynakoBka 10 wr.);

A-PLAIN-VP200 (A-PLAIN-VP200-10 - ynakoBka 10 wr.);
A-CAMTVABU180;

A-CAMTVABU200;

PAD-VCAM140. 14. Unnunap Bbbkuraembii (CASTABLE SLEEVE): PAD-CC-EX;
PAD-CC;

PAD-CCEM,;

PAD-CC-LV;

A-PLAIN-CC330;

A-PLAIN-CC380;

A-PLAIN-CC425;

A-PLAIN-CC500;

A-CCBAS-330-4;

A-CCBAS-380-4;

A-CCBAS-425-4: A-CCBAS-500-4;

A-CCBAS-330-6;

A-CCBAS-380-6;

A-CCBAS-425-6;

A-CCBAS-500-6;

A-CCUCR-330;

A-CCUCR-380;

A-CCUCR-425;

A-CCUCR-500;

AS-CCUCR-425;

AS-CCUCR-500;

A-CCABU-330-ROT;

ﬁﬁ%ﬁ%é Kfdnb DenepanbHoi CyObl (nevatb)
Ag QE% DR 8 Chepe 3APABOOXPAHEHNE <o cra sa0 RO
A-CT ~425-ROT;

PAD-CT-EX;

PAD-CT;

PAD-CT-LV. 16. Konnavok 3axusnstowmit TutaHosbli (TITANIUM HEALING CAP): PAD-CG; 6
A-PLAIN-CG330;

A-PLAIN-CG380;

A-PLAIN-CG425;

A-PLAIN-CG500. 17. Konrauok 3axusnstowmii nnactukosslid (PLASTIC HEALING CAP): PAD-CGP. 18. Liuannap (Konna4ok) ans
BpEMeHHbIX abatmMeHToB (TEMPORARY POSTS SLEEVE): PAD-CP-EX;

PAD=CP. 19. Hacaaka (TOP): PAD-TR-LV.:20. KonbLa‘pe3nHosbie (RUBBER O-RING): PAD-ORING-LV - He 6onee 5 . 21.
Mpoknaaku cunmkoHoBble (BLOCK-OUT SPACER): 08514 - He 6onee 20 wr. 22. Konbuo-amoptusatop (RING): CAMPRON205
(CAMPRON205-10 - ynakoBka 10 wr.). 23. KonbLio cTonopHoe

_noAnucb_
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ot 21.01.2019 N2 P3H 2019/8022 Nnctr 7
npyxuHHoe (RETENTION SPRING): MOL1-CAP-TIT-1;
MOL2-CAP-TIT-1. 24. Bknapka peteHumoHHas (RETENTION MALE): 08524 (npo3payHas);
08527 (po3oBas);
08529 (cuHsasq);
08547 (3eneHas);
08548 (kpacHas);
08915 (opaHxeBas) - ynakoBka 4 wr. 25. Bknagku TexHnyeckme (PROCESSING MALE): 08515
- He 6onee 4 wr. 26. ltndTol napannensHoctn Locator (LOCATOR PARALLEL POST): 08517 -
He 6onee 4 wr. 27. lWabnoH nsameputenbHbii (ANGLE MEASUREMENT GUIDE): 09530. 28.
Konnayok peteHumoHHbI (POLYAMIDE CAP): CAP-TFL-1. 29. banka Bbbkuraemas
anueobpasHas ¢ npoknagkoi (CASTABLE OVOIDAL BAR): BARC-CAV-TIT. 30. banka
Bbhkunraemas (CASTABLE BAR): BARC. 31. MaTpuua WwapoBnaHOro abatMeHTa cTanbHas
(STEEL CAP): CONT-CAP-TFL-1. 32. MaTpuua wapoBuaHoro abatMeHTa tutaHosas (TITANIUM
CAP): CAP-TIT-1, B coctaBe: KpblwkKa - 1 wr.;
kopnyc - 1 wr.;
KOPMYC TEXHUYECKMM - 1 WT., KONbLO CTOMOPHOE NPYXXMHHOE - 1 wTt. 33. MaTtpuua
LIAapOBMAHOro abaTtMeHTa 13 30n0Toro cnnasa D.2.20 MM B KOMNIEKTE C BTYNKOM - 3 LWT. U
npoknagkon - 1 wt. (GOLD CAP): CAP-1. 34. Kopnyc matpuupl TexHnyeckuin (PLASTIC RING):
AN-CAP-TIT-1. 35. MaTpuua 6anoyHas TutaHoBas cermeHTHas (DIVISIBLE PIN): CAV-TIT. 36.
Matpuua 6anouHas us 3onotoro cnnasa (GOLD PIN): CAV-375. 37. Habop npuMepouHbIx
abatmeHToB (TRY IN KIT): A-TRY-IN-KIT-INT - He 6onee 24 wr. 38. KomnnekTt MaTtpu, Locator
(LOCATOR MALE PACKAGING): - 08519-2, B cocTaBe: MaTpuLLa TUTAHOBAs - 2 LUT., MPOKNAAKA
CUNIMKOHOBAS - 2 WT., BKNAAKaA TEXHUYECKAs YepHas - 2 WT., BKIaAKa peTeHLMOHHas
npo3payHas - 2 WT., po30Bas - 2 WT., CUHAS - 2 WT.;
-08540-2, B cocTaBe: MaTpMLLA TUTAHOBAs - 2 LUT., MPOKNAAKa CUAMKOHOBAS - 2 LT., BKAaAKa
TeXHUYeCKas YyepHas - 2 LWT., BK/IaKa PeTEHLUMOHHAN 3e/ieHas - 2 WT., OpaHXeBas - 2 WrT.,
KpacHas - 2 wr.;
- 08550-2, B cocTaBe: MaTpuua CTanbHas - 2 WT., NPpOKAaAKa CUAMKOHOBAS - 2 WT., BKAaAKa
TEXHUYECKas YepHast - 2 LWT., BKN3aAKa peTEHLUMOHHAs Npo3payHas - 2 WT., po30Bas - 2 Wr.,
CUHAS - 2 WrT.

PykoBoguTenb MenepanbHon cayxobl (neyatb)
Mo Hag30py B chepe 34paBOOXPaHEHNS
@®.1.0 _noanucb_

7



