Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3TrOTOBJICHME MeAULIMHCKUX U3Ae/Iui, o cocTossHuio Ha 12:29 03.08.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. VaukanpHbI HOMep peecTpoBoit 3amucu: 202595;
2. CKkBO3HOI ugeHTuduUKaTop peectponoit samucu: 202595;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaumoHHbiit Homep meauimuckoro uspennst: '004-00110-00/05721163 (EPVYJI - I'004-
00110-00/05721163);

5. laTa mepBUYHOIN IOCYAApCTBEHHOM perucTpaumm Mmeauumuuckoro nsgeams: 03.08.2026;
6. JlaTa BHeceHMs M3MEHEeHM B MeAULIMHCKOoe U3fesue: ;

7. Ilepuon meiictBust Bepcun: ¢ 03.08.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HaumeHOBaHMe MeIUIIMHCKOTO u3aesust: [IpoMbIBaIolInii pacTBOP IJIs1 KOAryJI0MeTPUYeCKUX
aHaymsatopoB ACL

«ITpompbiBarommii pactBop ACL.9C» mo TV 20.59.52-003-17996570-2023
Mopenu:

1. Morormit pactBop, 500 mt:

- Morormii pactsop, 500 mi - 1 di1akon;

- IHCTpyK1IMS TTO TpUMEHEeHMIO.

2. Morouiuii areut, 80 mir:

- Motoimit arent, 80 mi - 1 dutakow;

- HCTPYKIMST IO MPMMEHEHMIO.

3. ITpombiBouHbIi pactBop, 2000 mut:

- I[IpombiBouHkb pactBop, 2000 M1 - 1 KaHUCTpA;

- IHCTpyK1IMS 11O TpUMMEHEeHMIO.

4. ITpombIBouHBIN pacTBOp, 4000 Mmt:



- [TpombiBouHbIN pacTBOp, 4000 Mt - 1 KaHUCTPA;

- HCTPYKIMS TIO MPYMEHEHMIO.

5. ITpombiBOuHBIN pacTBOP, 80-KpaTHbIN KOHIIEHTpaT, 50 MII:

- IIpombiBOuHBIN pacTBOp, 80-KpaTHbIN KOHIeHTpaT, 50 M - 1 d1akoH;
- HCTPYKIMS IO MPUYMEHEHMIO.

6. ITpombiBatoriast smysabceust, 1000 mvut:

- I[IpomsiBaromas smysbenst, 1000 v - 1 ¢iakoH;

- HCTPYKIMS IO MPUMEHEHMIO.

10. HaumeHOBaHMe opraHmsaiym - yIoJHOMOUYEHHOI'O IIPeICTaBUTe I IIPOU3BOIUTE]IS
(M3roTOBUTEJIST) MEAUIIMHCKOTO MU3IENNS: ;

11. Mecto HaXOXXOEeHUsS OpraHmn3aliyn - YIIOJITHOMOYEHHOTI'O IIpeaCcTaBUTe A ITPOU3BOONUTEIIA

(M3rOTOBUTEJIST) MEIUIIMHCKOTO U3IEHUS: ;

12. FOpuandeckmii afipec OpraHm3aiym - yroJHOMOUYEHHOT'O TIPeICTaBUTE IS ITPOU3BOIUTEIIS
(M3roTOBUTEJIST) MEAMUIIMTHCKOTO U3AENNS: |

13. HammeHOBaHMe OpraHusanyy - MpOU3BOAUTEISI MEOUIVIHCKOTO U3IE/NS VJIY OPraHu3alumn
msroroBuTess meauimuckoro mspems: OBIIIECTBO C OTPAHUYEHHON
OTBETCTBEHHOCTBIO "9KO-CEPBHUC";

14. MecTo HaXOXIEHNSI OPraHU3alyN - TPOU3BOAUTESIST MEOULIVMHCKOTO U3V WJIM OpraHu3alnum
usrotoBuTess meauuuHckoro usgenus: 195273, .CAHKT-IIETEPBYPI', BH.TEP.T'.
MVYHUIIUTTAJIBHBIN OKPYT ITOJIFOCTPOBO, ITP-KT ITMCKAPEBCKUM, [I. 133, CTP. 1;

15. FOpuanuecknii agpec opraumsaLym - IPOU3BOAUTEIISE MEeIULIMHCKOTO U3Ae/ IS VI OpraHu3alun
usrotoBuTes meguuuHckoro usgenus: 195273, .CAHKT-IIETEPBYPI', BH.TEP.T'.
MVYHUIIUTTAJIBHBIN OKPYT ITOJIIOCTPOBO, ITP-KT ITUCKAPEBCKUM, [I. 133, CTP. 1;

16. CtpaHa opraHmusaiym - IpOU3BOIUTEIIS MEAUIIMHCKOIO U3HEeJINS UM OPraHU3aly - U3TOTOBUTEJIS
MeIULMHCKOro usmenusi: Poccns;

17. OKII/OKITA2: 20.59.52.195;

18. Knacc moTeHImaabHOro pycKa MPUMEHEHUSI MEIUIIMHCKOTO U3He/IMs B COOTBETCTBUM C
HOMEHKJIaTyPHOM KjaccuduKalmeir MeIUIIMHCKUX U3IeJINiA, YTBepsKaaeMo MHIUCTepCTBOM

3npaBooxpaHenus Poccuiickon @eneparvm: 2a;

19. HaznaueHne MeIMUIIMHCKOTO M3e/MsI, YCTaHOBJIEHHOE TTpOoM3BoAUTeeM: BapuaHTbI MCITOTHEHMS
«ITpombiBatomiero pactsopa ACL.2C» nmpemgHasHaueHbI )11 MCIIOJIb30BaHMS B KAUeCTBe
MTPOMBIBAIOIINX M OUMILIAIOIINX PEareHTOB Ha ABTOMAaTUUECKMX KOAryJIOMeTPUYEeCKMX aHaIM3aTOpax
i in vitro guarHoctuku ACL Elite/ACL Elite Pro ¢ nmpunagyiesxaoctsavu, PY Ne ®@C3 2008/00244,

Ha ABTOMaTHMYECKMX KOAryJIOMeTpuueckux aHanamsaTopax Ajs in vitro auarsoctuku ACL Top:



momupurkaimu ACL TOP 500 CTS, ACL TOP 700 CTS, ACL TOP 700 LAS, ACL TOP 700 c
npuHaaieskHocTssMu, PY Ne @C3 2011/11176 nipu mpoBeaeHMM KOaryJ/I0JI0TMUeCKUX UCCIeA0BaHNI B

KIIMHUKO-AMAIrHOCTUYECKUX U OMOXVIMMYECKIX na6opaTopMﬂx.;

20. Bug MeIUIIMHCKOrO U3Oeaus B COOTBETCTBUM C HOMEHKJIATYPHOM KIaccu@uKauyen MeguIMHCKUX
usnenui, yreepykaaemor MuHuctepcTBoM 3apaBooxpanenust Poccuiickoit @enpepanym: 109770;

21. Axpec mecTa Ipou3BOACTBA MJIM U3TOTOBJIeHMs MeauumHckoro usgeas: OO0 "Tapasku', 195273,
r. Cankr-Ilerep6ypr, np-kTt. [Inckapésckuit, a. 133, cTp. 1;

22. CBegeHMs O B3ayIMO3aMEHSIEMbIX MeIUIIMHCKUX U3IEIUSIX: ;

23. Mopeny MeIUIIMHCKOIO U3IeNs:

Kop Buga HaumeHnoBaHnme mopgeiin

109770 1. Motommii pactop, 500 M

109770 2. Motomiuii aredt, 80 mi

109770 3. ITpombiBouHbIN pacTBop, 2000 M

109770 4. ITpombIBOuHBIN pacTBOp, 4000 M

109770 5. IIpombiBOUHBIN pacTBOp, 80-KpaTHbI KOHIIEHTpAT, 50 M

109770 6. IIpompiBatomias smyabeusi, 1000 mvurt

Brimicka chopmupoBana Ha oduiaabHOM caiiTe MegepasbHONM CTYKObI IO HAaA30py B cdepe
3npaBooxpaHenus B cetu MurtepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOATTMCAH
3JIEKTPOHHOU ITOAINCBHIO

ZADS
Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy sbinan: ®EJEPAJIBHASA CJIVIKBA ITO HAI3OPY B COEPE 3IPABOOXPAHEHUSA

Teiictsurenen ¢ 2025-08-18 mo 2026-11-11
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