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Anexa nr. 1
La Procedurile administrative pentru notificarea

dispozitivelor medicale care dețin marcajul CE

Către Agenția Medicamentului 
și Dispozitivelor Medicale 

NOTIFICARE
pentru înregistrarea dispozitivelor medicale în Registrul de stat

al dispozitivelor medicale
nr. 2023.09.26_10.30/1 din 2023.05.29

Solicitantul S.R.L. Lismedfarm, cu sediul 167/B, șos. Muncesti, MD-2002 Chișinău, mun. Chișinău,
Moldova,  tel./fax:  022804798,  079981005,  e-mail:  calitate@lismedfarm.md,
vlad.chitic@lismedfarm.md,  solicit  înregistrarea  în  Registrul  de  stat  al  dispozitivelor  medicale  a
următoarelor categorii și  tipuri de dispozitive medicale pentru introducerea și punerea la dispoziție
pe piață a producătorului Aegis Lifesciences Pvt. Ltd., India:
Membrană hemostatică „SURGI-ORC”  .  

Se anexează următoarele acte:
Declarația de proprie răspundere (DC/GOV/2) din 2023.05.29
Declarație de Conformitate UE nr. AL/ECDOC/ORC/R4 din 2022.04.15
Autorizația de reprezentația nr. f/n din 2022.08.23
Certificat UE FQA nr. 10000384931-PA-NA-IND Rev 2.0 din 2021.03.03
Certificat UE TDA nr. 10000428353-PA-NA-IND Rev 2.0 din 2021.03.03
Lista dispozitivelor medicale solicitate spre notificare (cantitate: 32)

Director executiv, Chitic Vlad, Semnătura ____________________________ 

Tabelul de recepționare a notificării
(se completează de către Agenție în momentul depunerii notificării de către solicitant)

Comentarii cu privire la acceptul/refuzul 
recepționării notificării, inclusiv motivul 
refuzului
Data/nr. de ordine atribuit notificării de către
Agenție (în cazul acceptării recepționării)
Numele, prenumele, funcția persoanei 
responsabile de recepționarea dosarului

Semnătura persoanei responsabile
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LISMEDFARM S.R.L.
Șos. Muncești, 167/B, MD – 2002, mun. Chișinău, Republica Moldova

tel.: 022-80-47-98, 022-55-64-38, 022-56-94-91, e-mail: oficiu@lismedfarm.md, 
web: https://lismedfarm.md, c/f: 1003600113573, TVA: 0304618, director – Ecaterina Chitic

Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care dețin marcajul CE

Către Agenția Medicamentului 
și Dispozitive Medicale

DECLARAŢIE PE PROPRIE RĂSPUNDERE
la Notificare pentru înregistrarea dispozitivelor medicale în Registrul de stat

al dispozitivelor medicale 
nr. 2023.09.26_10.30/1 din 2023.05.29

Solicitant: Chitic Vlad, cu sediul ap. 12, str. Mitropolit Petru Movila 23/9, MD-2004 Chișinău, mun.
Chișinău,  directorul  executiv  al  Lismedfarm  S.R.L.,  declar  pe  proprie  răspundere,  cunoscând
prevederile  art.  3521,  Codul  Penal  al  Republicii  Moldova  cu  privire  la  falsul  în  declarații,  că
documentele  și  datele  furnizate  pentru  notificarea  dispozitivele  medicale  a  producătorului  Aegis
Lifesciences Pvt. Ltd., India:
Membrană hemostatică „SURGI-ORC”  .  

Sunt autentice și corespund realității.

Data 2023.05.29                                   

Director executiv, Chitic Vlad, Semnătura ____________________________ 
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Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 
NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 
 

EC CERTIFICATE 
Full Quality Assurance System 
Certificate No.: 
 10000384931-PA-NA-IND Rev 2.0  

Project No.: 
PRJC-521018-2015-MSL-IND 

Valid Until: 
27-May-2024 

This is to certify that the quality system of: 

Aegis Lifesciences Pvt. Ltd.  
215/216, Mahagujarat Industrial Estate-382 213, 
Ahmedabad, Gujarat, India 

For design, production and final product inspection/testing of: 
OXIDIZED REGENERATED CELLULOSE 
HAEMOSTAT, STERILE, ABSORBABLE  

Has been assessed with respect to: 
THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN 
ANNEX II OF COUNCIL DIRECTIVE 93/42/EEC ON MEDICAL 
DEVICES, AS AMENDED  
 

and found to comply. 

Further details of the product(s) and conditions for certification are given overleaf. 

Place and date: 
Høvik, 03 March 2021 

 

 For: 
DNV GL PRESAFE AS 

Notified Body No.: 2460 

 
______________________________________________________________________________ 
Mariann Jeremiassen 

The certificate is digitally verified by blockchain 
technology. For more info, see 
www.dnvgl.com/assurance/certificates-in-the-
blockchain.html  
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Certificate No.: 
 10000384931-PA-NA-IND Rev 2.0   

Project No.: 
PRJC-521018-2015-MSL-IND 

Valid Until: 
27-May-2024 

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 

 
 
Certificate history: 

 
Products covered by this Certificate: 

* Design assessment is covered by a separate EC-Design Examination Certificate No.:                 
10000428353-PA-NA-IND 
 
 

 

OBELIS S.A (www.obelis.net) Bd. Général Wahis, 53 1030 Brussels, Belgium  

Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk Utstyr” 
by the Norwegian Ministry of Health and Care Services. 

Revision Description Issue Date 

0.0 Original Certificate  2021-03-01  

1.0 Editorial changes  2021-03-02  

2.0 Editorial changes 2021-03-03 

Product Description Product Name Class 

Oxidized Regenerated Cellulose 
Haemostat, Sterile, Absorbable 

Surgi-ORC® 

- Original/Standard 
- Knit  
- Fibril  
- Non-woven/SNOW  

III* 

Sites covered by this certificate  

Site Name Address 

 Aegis Lifesciences Pvt. Ltd. 
215/216, Mahagujarat Industrial Estate-382 213, 
Ahmedabad, Gujarat, India 

EU Representative  
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Certificate No.: 
 10000384931-PA-NA-IND Rev 2.0   

Project No.: 
PRJC-521018-2015-MSL-IND 

Valid Until: 
27-May-2024 

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

Terms and conditions 
The certificate is subject to the following terms and conditions: 
 Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his 

product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective 
products. 

 The certificate is only valid for the products and/or manufacturing premises listed above. 
 The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold 

it so that it remains adequate and efficient. 
 The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will 

assess the changes and decide if the certificate remains valid. 
 Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the 

quality system. Presafe reserves the right, on a spot basis or based on suspicion, to pay unannounced 
visits. 

The following may render this Certificate invalid: 
 Changes in the quality system affecting production. 
 Periodical audits not held within the allowed time window. 

Conformity declaration and marking of product 
When meeting with the terms and conditions above, the producer may draw up an EC declaration of 
conformity and legally affix the CE mark followed by the Notified Body identification number of Presafe. 

End of Certificate 
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Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 
NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 

EC DESIGN 
Examination Certificate 
Certificate No.: 
10000428353-PA-NA-IND Rev 2.0 

Project No.: 
PRJC-521018-2015-MSL-IND 

Valid Until: 
27-May-2024 

This is to certify that: 

OXIDIZED REGENERATED CELLULOSE 
HAEMOSTAT, STERILE, ABSORBABLE 

Manufactured by: 

Aegis Lifesciences Pvt. Ltd.  
 
215/216, Mahagujarat Industrial Estate-382 213, 
Ahmedabad, Gujarat, India. 

Has been assessed with respect to: 
EXAMINATION OF THE DESIGN OF THE PRODUCT AS 
DESCRIBED IN ANNEX II SECTION 4 OF COUNCIL 
DIRECTIVE 93/42/EEC ON MEDICAL DEVICES, AS AMENDED 
 

and found to comply. 

Further details of the product(s) and conditions for certification are given overleaf.  

Place and date: 
Høvik, 03 March 2021 

 

 For: 
DNV GL PRESAFE AS 

Notified Body No.: 2460 

 
______________________________________________________________________________ 
Mariann Jeremiassen 

The certificate is digitally verified by blockchain 
technology. For more info, see 
www.dnvgl.com/assurance/certificates-in-the-
blockchain.html   



 
 

MSD-CO-078-C Rev 0.2  Page 2 of 3 

Certificate No.: 
 10000428353-PA-NA-IND Rev 2.0 

Project No.: 
PRJC-521018-2015-MSL-IND 

Valid Until: 
27-May-2024 

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 

 
 
Certificate history: 

 
Products covered by this Certificate: 

 
  

Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om Medisinsk Utstyr” 
by the Norwegian Ministry of Health and Care Services. 

Revision Description Issue Date 

0.0 Original Certificate 2021-03-01  

1.0 Editorial changes 2021-03-02 

2.0 Editorial changes 2021-03-03 

Type of medical device and identification no.: Medical Device Class: GMDN code: 

Oxidized Regenerated Cellulose Haemostat, 
Sterile, Absorbable 

III 38771 

Short description of the Medical Device: 

The therapeutic indications of Surgi-ORC®, the sterile, absorbable oxidized regenerated cellulose (ORC) 
haemostat, is intended to be used in various surgeries for haemostasis, when control of capillary, venous 
and arteriolar bleeding by pressure, ligature and other conventional procedures is ineffective or 
impractical. ORC Haemostat is designed to arrest capillary bleeding and bleeding from parenchymatous 
organs and resection areas at surgical interventions. It is suitable for use in general surgery and digestive 
surgery, neurosurgery (especially cerebral operations), plastic surgery, orthopaedic, gynaecology, 
urology, stomatology, traumatology, and many other branches of surgery. ORC Haemostat can be 
applied into cavities (after extirpation of tumours) as well as endoscopic interventions or dental praxis. 
 
The haemostatic action of ORC is by formation of a gelatinous mass upon saturation with blood, which 
leads to formation of a stable clot and action mechanism of ORC haemostat is independent from blood 
coagulation mechanism of the body. 
 
Surgi-ORC® is supplied as Original/Standard (loose knit), Knit (density woven knit), Fibril (Lightweight, 
soft, layered structure) and Non-woven/SNOW (structured non-woven). 
 
Surgi-ORC® is sterilized by Gamma Irradiation. 
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Certificate No.: 
 10000428353-PA-NA-IND Rev 2.0 

Project No.: 
PRJC-521018-2015-MSL-IND 

Valid Until: 
27-May-2024 

NOTIFIED BODY: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

Terms and conditions 
The certificate is subject to the following terms and conditions: 
 Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his 

product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective 
products. 

 The certificate is only valid for the products and/or manufacturing premises listed above. 
 The Manufacturer shall inform Presafe of any intended change of the products detailed above and 

Presafe will assess the changes and decide if the certificate remains valid. 

The following may render this Certificate invalid: 
 Changes in the design of the products to which this Certificate refers. 
 Changes in requirements of the scheme to which this Certificate refers. 

Conformity declaration and marking of product 
This Certificate must be accompanied with a valid EC Certificate Full Quality Assurance System. 
 
When meeting with the terms and conditions above, the producer may draw up an EC declaration of 
conformity and legally affix the CE mark followed by the Notified Body identification number of Presafe. 

End of Certificate 



Lista dispozitivelor medicale solicitate spre notificare la notificare nr. 2023.09.26_10.30/1 din 2023.05.29

DC/GOV/03 Rev. 02-2022  Pagina 1 din 2

Nr. Numărul de catalog (referință)* Denumire generică (denumirea dispozitivului) Modelul Cod GMDN*

1 SOO-0214 Membrană hemostatică SURGI-ORC 38771

2 SOO-0408 Membrană hemostatică SURGI-ORC 38771

3 SOO-0203 Membrană hemostatică SURGI-ORC 38771

4 SOO-502 Membrană hemostatică SURGI-ORC 38771

5 SOO-0102 Membrană hemostatică SURGI-ORC 38771

6 SOO-0304 Membrană hemostatică SURGI-ORC 38771

7 SOO-0205 Membrană hemostatică SURGI-ORC 38771

8 SOO-0101 Membrană hemostatică SURGI-ORC 38771

9 SOO-66 Membrană hemostatică SURGI-ORC 38771

10 SOK-0203 Membrană hemostatică SURGI-ORC 38771

11 SOK-0304 Membrană hemostatică SURGI-ORC 38771

12 SOK-0609 Membrană hemostatică SURGI-ORC 38771

13 SOK-0101 Membrană hemostatică SURGI-ORC 38771

14 SOK-0103 Membrană hemostatică SURGI-ORC 38771

15 SOK-0135 Membrană hemostatică SURGI-ORC 38771

16 SOK-0102 Membrană hemostatică SURGI-ORC 38771

Denumire comercială 
(brand)*

Original / Standard, 2in x 14in 
(5.1cm x 35.6cm)
Original / Standard, 4in x 8in 
(10.2cm x 20.3cm)
Original / Standard, 2in x 3in 
(5.1cm x 7.6cm)
Original / Standard, 0.5in x 
2in (1.3cm x 5.1cm)
Original / Standard, 1in x 2in 
(2.5cm x 5.1cm)
Original / Standard, 3in x 4in 
(7.6cm x 10.1cm)
Original / Standard, 2in x 5in 
(5.1cm x 12.7cm)
Original / Standard, 1in x 1in 
(2.5cm x 2.5cm)
Original / Standard, 0.6in x 
0.6in (1.5cm x 1.5cm)
Impletit, 2in x 3in (5.1cm x 
7.6cm)
Impletit, 3in x 4in (7.6cm x 
10.1cm)
Impletit, 6in x 9in (15.2cm x 
22.9cm)
Impletit, 1in x 1in (2.5cm x 
2.5cm)
Impletit, 1in x 3in (2.5cm x 
7.6cm)
Impletit, 1in x 3.5in (2.5cm x 
8.9cm)
Impletit, 1in x 2in (2.5cm x 
5.1cm)



Lista dispozitivelor medicale solicitate spre notificare la notificare nr. 2023.09.26_10.30/1 din 2023.05.29
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17 SOK-0204 Membrană hemostatică SURGI-ORC 38771

18 SOK-0404 Membrană hemostatică SURGI-ORC 38771

19 SOK-5608 Membrană hemostatică SURGI-ORC 38771

20 SOF-0102 Membrană hemostatică SURGI-ORC 38771

21 SOF-0204 Membrană hemostatică SURGI-ORC 38771

22 SOF-0404 Membrană hemostatică SURGI-ORC 38771

23 SOF-0203 Membrană hemostatică SURGI-ORC 38771

24 SOF-0304 Membrană hemostatică SURGI-ORC 38771

25 SOF-0202 Membrană hemostatică SURGI-ORC 38771

26 SOF-0101 Membrană hemostatică SURGI-ORC 38771

27 SON-0102 Membrană hemostatică SURGI-ORC 38771

28 SON-0204 Membrană hemostatică SURGI-ORC 38771

29 SON-0404 Membrană hemostatică SURGI-ORC 38771

30 SON-0203 Membrană hemostatică SURGI-ORC 38771

31 SON-0304 Membrană hemostatică SURGI-ORC 38771

32 SON-0202 Membrană hemostatică SURGI-ORC 38771

Impletit, 2in x 4in (5.1cm x 
10.2cm)
Impletit, 4in x 4in (10.2cm x 
10.2cm)
Impletit, 5.6in x 8in (14.2cm x 
20.3cm)
Fibrila, 1in x 2in (2.5cm x 
5.1cm)
Fibrila, 2in x 4in (5.1cm x 
10.2cm)
Fibrila, 4in x 4in (10.2cm x 
10.2cm)
Fibrila, 2in x 3in (5.1cm x 
7.6cm)
Fibrila, 3in x 4in (7.6cm x 
10.1cm)
Fibrila, 2in x 2in (5.1cm x 
5.1cm)
Fibrila, 1in x 1in (2.5cm x 
2.5cm)
Nețesut / Zapada, 1in x 2in 
(2.5cm x 5.1cm)
Nețesut / Zapada, 2in x 4in 
(5.1cm x 10.2cm)
Nețesut / Zapada, 4in x 4in 
(10.2cm x 10.2cm)
Nețesut / Zapada, 2in x 3in 
(5.1cm x 7.6cm)
Nețesut / Zapada, 3in x 4in 
(7.6cm x 10.1cm)
Nețesut / Zapada, 2in x 2in 
(5.1cm x 5.1cm)
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