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CERTIFICATE OF CONFORMITY 
Issue I. QMS is certified since January 2021 

.fl'g POCC RU.C.04WA.CK.J558 

Is given to: Research and Production Company "VINAR" 
Limited Liability Company 

("RPC "VINAR", LLC) 
TIN 5023001024 

Office VIII, Building 7A, 5, Gospitalniy Val. Moscow, 105094 
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SCHEDA TECNICA PRODOTTO 
TECHNICAL DATA SHEET 

 

DATA EMISSIONE / DATE OF ISSUE 
24.01.2020  

CODICE ARTICOLO: 
12660 

ITEM CODE: 
 

DESCRIZIONE / DESCRIPTION 

 

Bicchierini graduati, in polipropilene, 
adatti all’erogazione di farmaci liquidi e 
secchi. 
Graduazioni espresse sia in cc che in ml. 
Volume 30 ml. 

Polypropylene cups, suitable for 
dispensing liquid and dry medications.  
Graduations indicated in cc and ml.  
Volume 30 ml. 

 
 

CARATTERISTICHE PRINCIPALI TECHNICAL FEATURES 

Stato microbiologico NON STERILE / NOT STERILE Microbiological status 

Materiale impiegato  POLIPROPILENE / POLYPROPYLENE Raw material 

Colore NEUTRO / NEUTRAL Colour 

Dimensioni (mm) Ø 45 X 37 MM Dimensions (mm) 

Scala graduata (cc – mm) 2,5 - 5 – 7,5 – 10 – 15 – 20 – 25 - 30  Graduated scale (cc – mm) 

Validità del prodotto 5  ANNI / YEARS Shelf life 
 

 

DESTINAZIONE D’USO / INTENDED PURPOSE 

La destinazione d’uso è per “USI GENERALI DI LABORATORIO”, bicchierino porta medicine 
Il dispositivo in oggetto NON è soggetto a certificazione CE ed è destinato esclusivamente ad uso professionale. 

Intended purpose is “GENERAL LABORATORY USE”, cups for medicine. 
PRODUCT NOT SUBJECT TO CE MARKING.  
For professional use only 

 

CERTIFIED COMPANY UNI EN ISO 9001 & UNI CEI EN ISO 13485 
 

mailto:info@aptaca.com
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AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS 

 

Non avvicinare il dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare. 
Keep out of flame or heat sources which might damage the product 

 
Non utilizzare il prodotto scaduto o con la confezione aperta 
Do not use after expiry date or if packing is opened 

 
Non variare la destinazione d’uso 
Do not vary the intended purpose of the product 

 
Prodotto non adatto ai bambini 
Keep out of reach of children 

 
Conservare in luogo asciutto, Temperatura min -10°C max +50°C  
Store in dry place, Temperature range: min -10°C max +50°C 

 
Smaltimento: utilizzare gli appositi D.P.I  e smaltire secondo le normative vigenti 
Disposal: use appropriate personal protective equipment and act according to applicable regulations 

 
Prima dell’utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilità dei materiali. 
Before use with particular substance check the resistance / compatibility chart on our catalogue 
 
 

IMBALLO / PACKING 

Quantità (pz): 
Quantity (pcs): 

1.000 
Confezione interna (pz): 
Internal packing (pcs): 

500 
QUANTITÀ MINIMA VENDIBILE 
MINIMUM SALEABLE QUANTITY 

Misura esterna scatola (cm): 
External box dimensions (cm): 

29,3 x 17,5 x 24 
Peso (Kg): 
Weight (Kg): 

2,3 
Volume (m3): 
Volume (m3): 

0,012 

 
 

SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS 

 

Data di fabbricazione 
Manufacturing date 

 

Data di scadenza 
Expiry date 

 

Consultare i documenti accompagnatori 
Please consult accompanying documents 

 

Numero di lotto 
Lot number  

Monouso 
Disposable 
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GIMA S.p.A.  ITALIAN DIVISION 
Via Marconi, 1  gima@gimaitaly.com 
20060 Gessate (MI) – Italy  EXPORT DIVISION 
www.gimaitaly.com  export@gimaitaly.com 

 
Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226 
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 – 20121 Milano 

 

 DICHIARAZIONE DI CONFORMITA’/DECLARATION OF CONFORMITY 
 
La Società GIMA S.p.A., con sede operativa in Gessate (MI), in Via Marconi 1, e sede legale in 
Milano, in Via Tommaso Grossi 2, in qualità di fabbricante del dispositivo medico:  
We, undersigned GIMA S.p.A., with operational headquarters in Gessate (MI), Via Marconi 1, and 
registered office in Milano, Via Tommaso Grossi 2, acting as manufacturer of the medical device:  
 

Dispositivo medico / Medical Device Codice/Code 
PINZA CHIRURGICA - 18 cm, 1x2 denti 

SURGERY FORCEPS - 18 cm - 1x2 26708 

 
Classe di rischio I (Non Sterile), in accordo all’Allegato IX della Direttiva 93/42/CEE e ss.mm.ii., 
(recepita in Italia con D.lgs 46/97, e ss.mm.ii.), dichiara, sotto la propria esclusiva responsabilità, che 
tale dispositivo: 
Risk class I (Not Sterile), according to the Annex IX, Directive 93/42/EEC and further amendments 
(enforced in Italy by Leg. Decree No. 46/97 and further amendments), declares, under its own 
responsibility, that this medical device: 

 
• è conforme ai requisiti essenziali ed alle disposizioni della Direttiva 93/42/CEE e ss.mm.ii., come 

da fascicolo tecnico conservato in Azienda; 
comply with essential requirements and dispositions of the Directive 93/42/EEC and further 
amendments, as per the Technical Documentation filed in the Company; 

• è fabbricato in accordo al Sistema Qualità che soddisfa i requisiti di cui all’Allegato VII della 
sopra citata direttiva. 
is manufactured according to the Quality System which satisfies requirements of the Annex VII 
of the above mentioned directive. 
 

Gessate, 4/1/2020 
 
                                                                                                                       
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

GIMA S.p.A. 
Il legale Rappresentante 
The legal Representative 

(Nicola Manzoni) 
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Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226 
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 – 20121 Milano 

 
DICHIARAZIONE/DECLARATION 

 
La Società GIMA S.p.A., con sede operativa in Gessate (MI), in Via Marconi 1, e sede legale in 
Milano, in Via Tommaso Grossi 2, in qualità di fabbricante del dispositivo medico:  
We, undersigned GIMA S.p.A., with operational headquarters in Gessate (MI), Via Marconi 1, and 
registered office in Milano, Via Tommaso Grossi 2, acting as manufacturer of the medical device:  
 

Dispositivo medico / Medical Device Codice/Code 
PINZA CHIRURGICA - 18 cm, 1x2 denti 

SURGERY FORCEPS - 18 cm - 1x2 26708 

 
dichiara, sotto la propria esclusiva responsabilità, che tale dispositivo è conforme alla Direttiva 
93/42/CEE e ss.mm.ii. e che, in accordo alla MDCG 2020-2, sarà reso conforme al Regolamento 
(UE) 2017/745 per cambio classe entro maggio 2024. 
declares, under its own responsibility, that this medical device comply with Directive 93/42/EEC and 
further amendments and that, in accordance with MDCG 2020-2, will be made compliant with the 
Regulation (EU) 2017/745 for class change by May 2024. 

 
Gessate, 4/1/2020 

 
                                                                                                                                                                                                                                             
 
 
 

 
 
 
 
 
 
 
 

GIMA S.p.A. 
Il legale Rappresentante 
The legal Representative 

(Nicola Manzoni) 

 



 

 

 

 

 

 

 



ДЕКЛАРАЦИЯ ПРО В1ДПОВ1ДН1СТЬ 
№ 04-19 вщ 19.04.2019р.

Доч|рне пщприемство «КОМПАН1Я ЗАПОВ1Т»
(поена назва виробника або його уповноважено'1 особи, або постачальника,

УкраТна, 04136, м. Кшв, вул. Швшчно-Сирецька, 3,
______________код С Д РП О У -31868655______________

мьсце знаход.ження, для втчизняного -  код СДРПОУ)

В особ|

шдтверджуе, що

виробництва

директора Потирайло Ольги Анатолпвни_______
(посада, прозвище, ш 'я та по батьков\)

Мебл1 медичш спещальш,
_____________ ЗГ1ДНО Додатку (всього 45 найменувань)

(поена назва продукци, тип, марка, модель)

Доч1рне пщприемство «КОМПАН1Я ЗАПОВ1Т», 
код СДРПОУ - 31868655

УкраУна, 04136, м. КиУв, вул. П1вн1чно-Сирецька, 3
(назва, адреса виробника, м!сце виробництва, для в1тчизняного -  код СДРПОУ)

виготовляеться сершноза ТУ У 33.1-31868655-002:2005 «Мебл1 медичн!
_____________спещальш», зпдно Додатку________

( назва та позначення документацп)

Класиф|кац1я I клас ризику згщно п.9 Додатку 2 Техшчного 
регламенту щодо медичних вироб1в (Постанова КМУ 
____________ № 753 вщ 2 жовтня 2013р.)_____________

( клас ризику медичного(их) виробуОв), документ та його роздЫ)

вщповщае вимогам Техн1чного регламенту щодо медичних виробЁв 
(Постанова КМУ № 753 вщ 2 жовтня 2013р., додаток 8 

-  Порядок здшснення внутр1шнього контролю 
виробництва медичних вироб1в)

(техн1чний/1/ регламент/и/ на продукц1ю)

(позначення нормативных документ1в /за наявностУ)

Декларащю складено пщ цщковиту вщповщальшсть виробника.

Директор
ДП «КОМПДН1Я ЗАМОВI Г»

(посада)
М П .

19,04.2019 р.__________
(дата)

О.А, Потирайло. 
(тщали та пр1звище)



Додаток
до декларацп про в1дпов!дн1сть №04-19 вщ 19.04.2019р. 

«Мебл1 медичш спещалып»

Таблица
№
п/п

№ за
каталогом Назва виробу

1 2 3
1. 01 Кушетка процедурна КП
2. 02 Кушетка процедурна з регулюемим шдголовником КРП
3. 03 Кушетка масажна КМ
4. 04 Кушетка процедурна з тумбою КРИТ
5. 05 Кушетка - лава КС
6. 06 Кушетка пнеколопчна ККГ
7. 07 Кушетка для ф1зютерапевтичного кабшету КФП
8. 08 Кушетка процедурна дитяча КД
9. 09 Ст1л масажний односекцшний СМ-1
10. 10 Стш масажний трьохсекцшний СМ-3
11. 11 Ст1л пеленальний СПЛ
12. 12 Ст1л перев’язувальний СП-1
13. 13 В1зок для перевезення хворих ТПБ
14. 14 В1зок для перевезення хворих 13 регулюемою висотою ТПБР
15. 15 В1зок для перевезення хворих 13 зйомними носилками ТБС-100
16. 16 В1зок 13 зйомними носилками ТБС-150
17. 17 В1зок анатом1чний ТАП
18. 18 В1зок для транспортування Тж1 ТПП
19. 19 ' В1зок для прибирания ТУП
20. 20 В1зок для перевезення 6 1 к с 1в  ТКСК
21. 21 В1зок для перевезення брудноТ та чистоТ б1лизни ТГБ
22. 22 В1зок внутр1шньокорпусний ТВК
23. 23 В1зок для каб1нет1в (МРТ) ТМРТ
24. 24 Л1жко функщйне двухсекц1йне КФ-2М
25. 25 Л1жко функщйне трьохсекщйне КФ-ЗМ
26. 26 Л1жко функщйне чотирьохсекцшне КФ-4М
27. 27 Л1жко функц1йне для д1тей до п’яти роюв КФД
28. 28 Л1жко функц1йне дитяче КФД типу «Алюа»
29. 29 Л1жко медичне КФМ
30. 30 Л 1 Ж К О  ДЛЯ ПОрОД1ЛЛ1 КА-2
31. 31 Л1жко для псих1чно хворих КПБ



Закшчення таблиц!
1 2 3

32. 32 Крюло сорбцшне ВР
33. 33 Крюло сорбцшне ВР-1С
34. 34 Крюло -  каталка для перевезення хворих КВК
35. 35 Крюло оториноларинголопчне КО-1
36. 36 Крюло Бараш КВ-1
37. 37 Штатив для тривалих вливань ТНДВ
38. 38 Штатив для тривалих вливань пересувний ТПДВ-П
39. 39 Штатив для тривалих вливань «Евро» ШДВ-Е
40. 40 Штатив для тривалих вливань ушверсальний ТТТДВ-У
41. 41 Штатив для тривалих вливань складний ШДВ-С
42. 42 ГИдставка шд таз ПТ-1
43. 43 Пщставка шд таз ПТ-2
44. 44 Поставка пщ б1кс ПБ
45. 45 Пщставка шд термостат ПГП

Директор
ДП «КОМПАН1Я ЗАПОВ1Т»

(посада)
м.п.

О.А. Потирайло.
(тщапи та пргзвище)
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GIMA S.p.A.  ITALIAN DIVISION 
Via Marconi, 1  gima@gimaitaly.com 
20060 Gessate (MI) – Italy  EXPORT DIVISION 
www.gimaitaly.com  export@gimaitaly.com 

 
Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226 
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 – 20121 Milano 

 

 DICHIARAZIONE DI CONFORMITA’/DECLARATION OF CONFORMITY 
 
La Società GIMA S.p.A., con sede operativa in Gessate (MI), in Via Marconi 1, e sede legale in 
Milano, in Via Tommaso Grossi 2, in qualità di fabbricante del dispositivo medico:  
We, undersigned GIMA S.p.A., with operational headquarters in Gessate (MI), Via Marconi 1, and 
registered office in Milano, Via Tommaso Grossi 2, acting as manufacturer of the medical device:  
 

Dispositivo medico / Medical Device Codice/Code 
FORBICI MAYO STILLE - rette - 18 cm 

MAYO STILLE SCISSORS straight - 18 cm 26847 

 
Classe di rischio I (Non Sterile), in accordo all’Allegato IX della Direttiva 93/42/CEE e ss.mm.ii., 
(recepita in Italia con D.lgs 46/97, e ss.mm.ii.), dichiara, sotto la propria esclusiva responsabilità, che 
tale dispositivo: 
Risk class I (Not Sterile), according to the Annex IX, Directive 93/42/EEC and further amendments 
(enforced in Italy by Leg. Decree No. 46/97 and further amendments), declares, under its own 
responsibility, that this medical device: 

 
• è conforme ai requisiti essenziali ed alle disposizioni della Direttiva 93/42/CEE e ss.mm.ii., come 

da fascicolo tecnico conservato in Azienda; 
comply with essential requirements and dispositions of the Directive 93/42/EEC and further 
amendments, as per the Technical Documentation filed in the Company; 

• è fabbricato in accordo al Sistema Qualità che soddisfa i requisiti di cui all’Allegato VII della 
sopra citata direttiva. 
is manufactured according to the Quality System which satisfies requirements of the Annex VII 
of the above mentioned directive. 
 

Gessate, 4/1/2020 
 
                                                                                                                       
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

GIMA S.p.A. 
Il legale Rappresentante 
The legal Representative 

(Nicola Manzoni) 

 



GIMA S.p.A.  ITALIAN DIVISION 
Via Marconi, 1  gima@gimaitaly.com 
20060 Gessate (MI) – Italy  EXPORT DIVISION 
www.gimaitaly.com  export@gimaitaly.com 

 
Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226 
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 – 20121 Milano 

 
DICHIARAZIONE/DECLARATION 

 
La Società GIMA S.p.A., con sede operativa in Gessate (MI), in Via Marconi 1, e sede legale in 
Milano, in Via Tommaso Grossi 2, in qualità di fabbricante del dispositivo medico:  
We, undersigned GIMA S.p.A., with operational headquarters in Gessate (MI), Via Marconi 1, and 
registered office in Milano, Via Tommaso Grossi 2, acting as manufacturer of the medical device:  
 

Dispositivo medico / Medical Device Codice/Code 
FORBICI MAYO STILLE - rette - 18 cm 

MAYO STILLE SCISSORS straight - 18 cm 26847 

 
dichiara, sotto la propria esclusiva responsabilità, che tale dispositivo è conforme alla Direttiva 
93/42/CEE e ss.mm.ii. e che, in accordo alla MDCG 2020-2, sarà reso conforme al Regolamento 
(UE) 2017/745 per cambio classe entro maggio 2024. 
declares, under its own responsibility, that this medical device comply with Directive 93/42/EEC and 
further amendments and that, in accordance with MDCG 2020-2, will be made compliant with the 
Regulation (EU) 2017/745 for class change by May 2024. 

 
Gessate, 4/1/2020 

 
                                                                                                                                                                                                                                             
 
 
 

 
 
 
 
 
 
 
 

GIMA S.p.A. 
Il legale Rappresentante 
The legal Representative 

(Nicola Manzoni) 
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GIMA S.p.A.               
 Via Marconi, 1          
 20060 Gessate (MI) –Italy  
www.gimaitaly.com 
 

ITALIAN DIVISION 
gima@gimaitaly.com 
EXPORT DIVISION 
export@gimaitaly.com 
  

DECLARATION OF CONFORMITY 
 
We, undersigned GIMA S.p.A., with operational headquarters in Gessate (MI), Via 
Marconi 1, and registered office in Milano, Via Tommaso Grossi 2, acting as 
manufacturer of the medical device: 
 
GIMA Single Registration Number (SRN): 

 
Medical Device 

( Trade Name and description) Code Basic UDI-DI code 

 
SCISSORS STRAIGHT BLUNT/SHARP - 16 cm 

 
26729 

 
802327900L0104990000000VD 

 
 
Risk class I (Not sterile), according to the Rule 1 Annex VIII of Regulation (EU) 
2017/745 (MDR), declares, under its own responsibility, that this medical device: 
 
• comply with essential requirements and dispositions of Regulation (EU) 

2017/745 (MDR), as from the Technical File filed at the company; 
• common Specifications have not been used for the compliance of the above 

medical device; 
 
 
 
 
 

Gessate, 5/28/2021  
 

 GIMA S.p.A. 
The legal Representative 

 (Nicola Manzoni) 
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Certificato n. 1976/MDD

CERTIFICATO CE

Dichiarazione di approvazione del sistema qualità
(Garanzia di qualità della produzione)

Mod. 4606/0

CERACARTA SPA 

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

Visto l'esito delle verifiche condotte in conformità all'Allegato V, punto 3 e tenendo conto dell’Allegato 
VII, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

mantiene nello stabilimento di:

47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - Italy

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

un sistema qualità che assicura la conformità dei seguenti prodotti:

Carte per registrazione ad uso medico

Modd. come da documento "Allegato al Certificato CE no. 1976/MDD - Elenco dei Dispositivi" rev.0 del 
07/10/2020, valido solo se provvisto di timbro IMQ; tale allegato costituisce parte integrante e 

sostanziale del presente certificato.

ai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della fabbricazione) ed 
è sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.

Riferimento pratiche IMQ:

DM17-0017248-01; DM20-0056104-01.

Questa Dichiarazione di approvazione è rilasciata dall'IMQ S.p.A. quale organismo notificato per la 
direttiva 93/42/CEE e s.m.i. Il numero identificativo dell'IMQ S.p.A. quale organismo notificato è: 0051.

Questa Dichiarazione di approvazione è soggetta alle condizioni previste dall'IMQ nel "Regolamento per 

la certificazione CE dei dispositivi medici - Marcatura CE - Direttiva 93/42/CEE".

Emesso il: 2017-11-18

Sostituisce: 2017-11-18

Data scadenza: 2022-11-17

IMQ

Data aggiornamento: 2020-10-07

IMQ S.p.A. | I-20138 Milano
|Via Quintiliano 43 |
www.imq.it



Certificate No 1976/MDD

EC CERTIFICATE

Production Quality Assurance System Approval Certificate

Mod. 4606/0

CERACARTA SPA 

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex 

VII, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:

manages in the factory of:

47122 FORLI' (FC) - VIA GRAMADORA 12/14 (ITA) - Italy

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Medical recording chart paper

Type ref. as to document "Annex of EC Certificate no. 1976/MDD - Device List" rev. 0 dated 2020/10/07 

valid only if provided with IMQ stamp; this annex is integral and substantial part of this certificate.

with the relevant metrological requirements of the aforementioned directive (as far as all the 

manufacturing stage is concerned) and it is subject to surveillance as specified in section 4 of Annex V.

Reference to IMQ files Nos:

DM17-0017248-01; DM20-0056104-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its 

revised version. Notified Body notified to European Commission under number: 0051.

This Approval Certificate is subjected to the provisions laid down in the “IMQ regulation for the 

certification of Medical Devices - CE Marking - Directive 93/42/EEC”.

Date: 2017-11-18

Substitution Date: 2017-11-18

Expiry Date: 2022-11-17

IMQ

This is a translation of the Italian text, which prevails in case of doubts

Updated: 2020-10-07

IMQ S.p.A. | I-20138 Milano

|Via Quintiliano 43 |

www.imq.it



  
Allegato al Certificato CE n. 1976/MDD- Elenco dei Dispositivi  

EC Certificate Annex 1976/MDD - Device List 
 

  rev. 0 del/of 2020/10/07 

 

 

Timbro IMQ 

IMQ Stamp 

 

 2020-10-07 
 

 

Mod. 4939/0       IMQ S.p.A.  con Socio Unico | Via Quintiliano 43 I Italia - 20138 Milano | www.imq.it          Pagina 1 di 1 

Categoria di dispositivo: 

Device category: 

Carte per registrazione ad uso medico 

Medical recording chart paper 

Modello/i: 

Model(s): 

22.01  Pacchi stampati medicali (per ECG,EEG,CTG,e laboratorio analisi); 

21.01  Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi); 

32.01  Schede e  dischi stampati medicali. 

Marca/Marche: 

Trade mark(s): 
Ceracarta 

Altre informazioni rilevanti:  

Other relevant data: 

Dispositivi medici in classe I con funzione di misura (IM) 

Medical Devices in class I with measuring function (IM) 
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