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~1.IIpoekTHpOBaHHE U paspaﬁonca TEXHHUYECKOH HOKYMEHTAIMH Ha'l Me,zzmmnome HHCTPYMEHTEL,
MEIMITMHCKOE 06opy1103a}me “MeIUIIMHCKYO TEXHHKY, UTTIbI XMPYPTHYECKIX aTPaBMaTHHECKUS 1
THOBHBIH MaTepHal. -
2.PaspaGoTKa TeXHOTOTHIECKOH ZIOKYMEHTALIAH 11151 3T OTOBJICHIS Menmmﬂcxnx HHpryMeH'rOB

_ MEIHIIHHCKOTO 000pyA0BaHHUS, MenHuHHcKon TEXHMKH, UTJT XUPYPTHIECKIX anaBMaTHHeCKI/D( u
IIIOBHOTO MaTepHasa. e
3.Pa3paboTka TeXHOIOT Ui HOBmmeHm KaveCTBEHHBIX XaPaKTEPHCTHK MeMLHHCKIX HHCprMeHTOB
METMLMHCKOTO o6opy11013amu Mgnm;m{cxon TEXHUKH, UL XUPYPrHIECKAX aTpaBMaTHYECKUX U
HIOBHOTO MaTepHaa. & e :
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Wl XUPYPIUYECKHX aTPaBMATHHECKHX H IOBHOTO MaTepHaJIa
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“HTJT xnpyprmecmrx anaBMaTI/I‘{eCKI/IX H IOBHOTO MaTepHana ’
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NMTO «MEOATEXHUKA» PTO « MEDTEKHNIKA»

420095, r. KazaHb, yn. BoccTaHua,100 100, Vosstania Str., Kazan, 420095, Russia

T/f (843)560-57-24,557-39-37,564-82-27 (csum), 212-57-80cuac), 564-82-42(5yx)
E-mail: medtech@medtech.ru www.medtech.ru

OBLLUECTBO € OrpaHNEHHOI OTBETCTBEHHOCTLIO «[1pOM3BO/ICTBEHHO-TEXHUYECKOE 0ObeaMHEHNE
«MEOTEXHVIKAY,
plc Ne 40702810500000000049 B AKB «3Heprobatk» (MAO) r. Kasaxu BUK 049205770
f E k/c Ne 30101810300000000770 HH1658021410 KN 166001001
Mex. Ne__ ¢
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Declaration of Conformity

Manufacturer PTO « MEDTEKHNIKAy 100, Vosstania Str., Kazan, 420095, Russia

The present declaration confirms that medical instruments manufactured according to
the technical documentation conform with Annex VIl 93/42 EEC conform to essential
requirements of MDD 93/42 EEC Annex 1 and relevant standard EN 1S013485-2011

(1ISO 13485:2003) and are specified in Certificate of registration Ne BG /CA01/MD-
0088/28/08/2012 .

Group of medical devices:

Microinstruments for cardiovascular surgery
Microinstruments for ophthalmology
Instruments and complex instruments forvarios types

The medical devices included in the Declaration of Comformity are listed in an Annex,




Application of Declaration Nel

Ne Trade names Catalogue number Short name
1 Vascular ME-*#%% Forceps
microsurgical
forceps for various
types
2 Vascular MS-#*#% Scissors
microsurgical
scissors for various
types
3 Vascular MH-# %% Needle Holders
microsurgical
needle holders for
various types
4 Vascular ME **3*3* Miscellaneous
microsurgical
miscellaneous for
various types
5 Microsurgical | Sk Forceps
ophthalmic forceps
for various types
6 Microsurgical QAnak Scissors
ophthalmic scissors
for various types
7 Microsurgical M- #HE* Miscellaneous
ophtalmic TaEEER
miscellaneous for G- HEs
various types R.#%4%
Pk
C_* HokE
8 Hemostatic and MT-3-F%* Forceps
Artery forceps for MT-II[-#%*
various types MT-IT-***
MT-21-*%*
9 Operating scissors MT-H-#** Scissors
for various types MT-BC-##**
10 Needle Holders for MT-U-*#* Needle Holders
various types
11 MT-P-#*** Retractors
Ia% ”Shhc; iérbakov
=2\ enr @i behalf of PTO MEDTEKHNIKA

L
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Translation from Bulgarian

REPUBLIC OF BULGARIA
Bulgarian Drug Agency

CERTIFICATE OF REGISTRATION
No BG/CAO1/MD-0088/29.08.2012

On the grounds of article 6, item 1 of the Law of Medical Devices, in relation to article 27,
paragraph 1, and application, reg. No R-2162/01.04.2010, I hereby

REGISTER
Group of medical devices

Microinstruments for cardiovascular surgery
Microinstruments for ophthalmology
Instruments and complex instruments of various types

UMDNS code: by application
Category and category code: Reusable instruments — 09

Class: I

PTO Medtechnika, RU
420095, city of Kazan, 100 Vosstania St.
(Manufacturer)

Medtechnika Bulgaria OOD
2000 Samokov, residential complex Samokovo, block 25, entr. B, apt. 14
(Authorized representative)

The manufacturer is responsible for designing, manufacturing and monitoring of the
registered medical device/s and its evaluation in compliance with the material requirements of
the Law of Medical Devices and the acts for its implementation transposing Directives
93/42/EEC and 98/79/EC.

The group of medical devices is registered in the register under article 31 of the Law of
Medical Devices, kept at the Bulgarian Drug Agency.

The medical devices included in the certificate are listed in an Annex, which is integral part of

this Certificate. : /@'ﬂ o
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Annex to Registration Certificate No BG/CAO1/MD-0088/29.08.2012

instruments of various types.

5590, T — **** T-1101 -
T-7741, E — **** E-2100
— E-5161, U — ****_J.

6103 — U-6782, Z — ***x*

Ne CaCt(e)%ory UMDNS Generic name/ MD type Trade name Catalogue No Model Class Short description
4 code of MD

1k 09 15-621 Reusable instruments Vascular Microsurgical Forceps of MF — **** MF-2000 —, - | Forceps
various types. MF-2422

2. 09 15-621 Reusable instruments Vascular Microsurgical Scissors of MS — *¥*** 'MS-1000 —, - | Scissors
various types. MS-6249

3 09 15-621 Reusable instruments Vascular Microsurgical Needle MH — **** MH-3010 —, - | Needle Holders
Holders of various types. MH-3851

4. 09 15-621 Reusable instruments Vascular Microsurgical Miscellaneous | ME — **** ME-4000 —, - | Instruments of
Instruments of various types. ME-5005, MT-VS-#*%*kx* various types
Sets

S 09 15-621 Reusable instruments Microsurgical Ophthalmic Forceps of | F — **** F_0042 — F- - I Forceps
various types. 9951, VF- *** |b/mb/Is/ms

VF-300 - VF-383

6. 09 15-621 Reusable instruments Microsurgical Ophthalmic Scissors of | S — **** S_110] — S- - I Scissors

various types. 6132, VS- ***]b/mb/Is/ms
VS-200 - VS-282

78 09 15-621 Reusable instruments Microsurgical Ophthalmic Needle H — **** 'H-1101 — H- - | Needle Holders
Holders of various types. 6204

8. 09 15-621 Reusable instruments Microsurgical Ophthalmic Eye R — **** R-1150 — R- - | Speculas
Specula of various types: 8860

9 09 15-621 Reusable instruments Microsurgical Ophthalmic Rod-type M — ¥*%¥x M-1101 — M- - | Rod-type
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Z-1051 — Z-6015
10. 09 15-621 Reusable instruments Microsurgical Ophthalmic Irrigation/ | C — **** C-0000 — C- Irrigation/
Aspiration Instruments of various 7011, 1 —**** 1.0100 — Aspiration
types. 1-3477, V-0000
1§ 09 15-621 Reusable instruments Microsurgical Ophthalmic B — **** B-0010 — B- Instruments of
Miscellaneous Instruments of various | 2131, P — **** P-0301] — various types
types. P-0901, G — **** G-1041
Sets. — G-5017, Q — **** Q-
1010 — Q-6301, VH -
**x¥ VH-001 - VH -
003, MT-OS-****
12. 09 12-239 Reusable instruments Microsurgical Ophthalmic Knives of | K — **** Knives
various types: K-2510 — K-4532
IEeE 09 11-774 Reusable instruments Hemostatic and Artery Forceps of MT-3-**** "MT-3-5 - Forceps
various types and sizes. MT-3-92-402, MT-111-
rxk MT-110 -20-1 -
MT-111-134, MT-IT-****
MT-I1-24 - MT-I1-325
MT-111b
14. 09 13-480 Reusable instruments Operating Scissors of various types MT-H-**** MT-H-3 - Scissors
and sizes: MT-H-72
15. 09 12-726 Reusable instruments Needle Holders of various types and MT-U-**** MT-HU-10-1 Needle Holders
sizes: -, MT-U-213-1
16. 09 13-373 Reusable instruments Retractors of various types and sizes MT-P-**¥* MT-P-15 - Retractors
MT-P-79, MT-3EM
17. 09 12-729 Reusable instruments Ligature Needles of various types and | MT-**** MT-9-20 - Ligature Needles
sizes MT-21-441
18. 09 14-154 Reusable instruments Trocars of various types and sizes MT-T-**** MT-T-2900 Trocars
—3200
19. 09 11-084 Reusable instruments Curettes of various types and sizes, MT-K-**** MT-K-2 - Curettes
Hooks of various types and sizes MT-K-140
20. 09 15-602 Reusable instruments Speculas of various types and sizes MT-3I-**** MT-3I-12 - Speculas
MT-3I-25
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09 16-771 Reusable instruments SETS OF SURGICAL MT-GS-**** MT-ENT- - | Sets
INSTRUMENTS *Exk MT-A-*xex MT-
GP_****, MT_O_****
MT_G_****, MT_T_****
MT-D-****

Signature/Illegible
MASTER PHARMACIST ALEKSANDAR YANKOV
Executive Director

Round seal of the Bulgarian Drug Agency

1, the undersigned Desislava Georgieva Teodosieva, duly sworn translator, certify herewith that my translation of the attached document
— Certificate of Registration No BG/CAO1/MD-0088/29.08.2012, from Bulgarian to English language is true and accurate. This translation
consists of four pages.

Sworn translator: Desislava Georgieva Teodosieva
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OEAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETUCTPALUUOHHOE YAOCTOBEPEHHE

HA MEAULIMHCKOE U3AEJIUE
or 19 anpeas 2016 rona  Ne ®CP 2009/06404

Ha memunuuckoe uszaenue
Hab6op uncrpymenToB nist opraasmoxupyprum «K-mT» no TY 9437-001-40686779-99 ||

Hacrosimee perucTpainoHHOE YAOCTOBEPEHHE BBIIAHO

O6mecTBo ¢ orpann4eHHoii orBercreennoctrio "IMIPON3BOJICTBEHHO-
TEXHUYECKOE OBBEIUHEHMUE "MEATEXHUKA"

(000 "IITO "MEATEXHHUKA"), Poccus,

420029, Pecniy6muxca TaTaperan, r. Kasans, ya. JKypuaaucros, a. 62, kopn. 4, koM. 7 F

IIpoussogurens

ObmectBo ¢ orpannyenHoii orBercrBennoctsio "IIPON3BOJCTBEHHO-
TEXHUYECKOE OBbEJUHEHHUE "MEJATEXHHUKA"

(000 "IITO "MEATEXHHUKA"), Poccns,

MecTto npou3BoACTBa MEIUIIUHCKOTO H3AETHS
420095, Pecny6auxa Tarapcran, r. Kazans, ya. Boceranus, a. 100

Howmep peructpammonsoro nocse Ne PJI-10778/4689 ot 30.03.2016
Bun Meaununckoro uznenus 172420

Krnacc noTeHIMansHOro pucka IpUMeHEHU MEAUIUHCKOTO H3aenus 1

Kox O6mepoccuiickoro knaccupukaropa npoayKIHH i MEAUIHHCKOTo u3aeaus 94 3740 ;

2
0L

npukasom Pocsapasranzopa ot 19 anpess 2016 roma f‘f b S
JOTYIIEHO K 00pallieHHIO Ha TCPPUTOPHH Poccuiickoit Peie
PyxoBoauTeanr ®enepaabHoii C1ykObI
1o Haa30py B cdepe 3ApaBoOXpaHeHHS
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