MINISTERUL SANATATII AL REPUBLICHI MOLDOVA DOCUMENTATIE MEDICALA/ Meanmpnicsan 10Ky MeHTAINA

MHHHUCTEPCTBO 3/IPABOOXPAHEHMHS FORMULAR/ dGsopma Nr. 303-2/e
PECIIVBJIMKH MOJIJIOBA APROBAT DE MS al RM / Yreepaciena M3 PM Nr. 828
* =l % T 31.10.11
AGENTIA NATIONALA PENTRU SANATATE PUBLICA o ; . i :
Centrul de incerciiri de laborator acreditat de ciitre Centrul
HALHOHAJIBHOE ATEHTCTBO OBUECTBEHHOI'O National de Acreditare din Republica Moldova MOLDAC
310POBBA Henwmarensnsiit nabo paropHbii WeHTP AKKPEIHTOBANH BIR
MD-2028, mun. Chisinidu, str. Gheorghe. Asachi. 67 a Hannonaawimm Axkpeanrannonns [enrpom PM MOLDAC
Tel, +373 22 574501, fax + 373 22 729725 Certificat nr. LI-044 din 17.02.2018 valabil pina la 16.02.2026

IDNO 1018601000021
e-mail: office@ansp.gov.md
AVIZ SANITAR
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr, P-21099/2025

CanumapHoe 3armoyenie 018 MYesHx it HeRYeabX RPOOVKMoe

din/oT 17 ianuarie 2025

Prin prezentul aviz sanitar se confirmi ci producerea, importul, utilizarea si desfacerea produselor / echipamentelor
Hacmonugus canumapnsim 3axnoveriem neOMeepIcoaemca Wne NPpeuIsodemen, 603, NCHOALIOEANIE 1 peartsaius npodviyu / obopydosanun

Hartie igienica, prosoape, sevetele, urna, dispenser m.c. Selpak, Uni Baby, Sens

sunt conforme Regulamentului (lor) sanitar (e) / coomsemcmaviom canumapnony (sv) pezravenmy (aw) (se va indica denumirea completd a
Regulamentului (lor) sanitar (e) / ykazame nonnoe nausenosanie canumapnozo (bix) peciavenma (oa))

SM EN ISO 12625-1:2013

Organizatia-produciitoare/importatoare, tara de origine / opeanusayus npouse./usnopmep, empana npovcxoxcoenus

ECZACIBASI TUKETIM URUNLERI SANAYI VE TICARET A.S., TURCIA

Destinatarul avizului sanitar / nosyuamens canumapuozo saxtwouenus

AZMOL GROUP S.R.L. , Republica Moldova, mun. Chisindu, sec. Riscani, str. Socoleni, 5, bloc. 5

Temei pentru recunoasterea conformititii produselor Regulamentului (lor) sanitar (e) mentionat (e) a servit /
Ocnosantiem 0 BPUSHAHUA NPOOVKIfUN VRAZGNHOMY (biIM) CAarUmapromy (biu) peztamenny (am) nocayxctio

Demers, contract nr.MD 30/04/2013 din 30.04.2013, facturi, rapoarte a incercarilor de laborator nr.51022149-51022151 din
14.01.2025

(a enumera documentele de insotire, buletinele de analiza / nepenuciums conposodumensible dok., RPOMoKolsl Heeied,)

Caracteristica sanitard a produselor / canumapnan xapaxmepucmuxa npodvicyue:
Parametrii (factorii) / noxazamenu fhaxmopor) Normativul sanitar / canumapustii nopaamue

conform rapoartelor incercarilor de laborator nr.51022149-51022151 din 14.01.2025

Domeniu de utilizare / OGaacnns npusienenus;
cerinte igienice, intretinere

Conditiile necesare de utilizare, depozitare, transportare, misurile de securitate / Heofxodwssie yerosus ucnoab368anis, Xpanexus,
MPARCROPMUPOSKE, MEPbl GE30NACHOCMIN

plasarea pe piaia in conditiile respectirii legislatiei in vigoare in Republica Moldova

AVIZUL SANITAR este valabil pinii la / Canumapnoe saxuonenue deiiemenmensio oo: 31.01.2026
DIRECTORUL AGENTIEI NATIONALE PENTRU SANATATE PUBLICA
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2023 6302

I CHIEF PHARMACEUTICAL INSPECTOR

IWSF.405.76.2023.1P.2
WTC/0035_02_01/144

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in éccordance with Art. 111(5) of Directive 2001/83/EC as amended

Chief Pharmaceutical Inspector
fthe Competent Authority of Poland/
confirms the following:
the manufacturer

GRUPA INCO Spotka Akcyjna
ul. Wspéina 25, 00-519 Warszawa, POLAND

site address

GRUPA INCO Spétka Akcyjna

Magazyn Wyrobu Gotowego
ul. Towarowa 8, Géra Kalwaria, POLAND

has been inspected under the national inspection programme in connection with manufacturing
authorisation No. 175/0035/15 in accordance with Art. 40 of Directive 2001/83/EC transposed in
Pharmaceutical Law of 6% of September 2001 (Journal of Laws from 2022, item 2301 as
amended).

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 17-18/05/2023, it is considered that it complies with the Good Manufacturing Practice
requirements laid down in Directive 2003/94/EC.

This certificate reflects the status of the manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the compliance status if more than three years have
elapsed since the date of that inspection. However, this period of validity may be reduced or extended
using regulatory risk management principles by an trictions or Clarifying remarks field.
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The authenticity of this certificate méay be
contact the issuing authority. ?E =/
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12 Senatorska str, 00-082 Warsaw, POLAND www.gif.gov.pl
phone 22 63599 51 gif@gif.gov.pl
fax 226359957
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Part 2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

1.4 Other products or processing activity

1.4.1 Manufacture of:

Chief Fhiermaceytical Inspector
r
/ﬂj?gz@&«z

Ewi Kghe wska

12 Senatorska str, 00-082 Warsaw, POLAND wiwrw.git.gov.pl
phone 22 63595 51 i gif@gif.gov.pl
fax 2263599 57
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I CHIEF PHARMACEUTICAL INSPECTOR

IWSF.405.76.2023.1P.1
WTC/0035_01_01/143

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC as amended

Chief Pharmaceutical Inspector
/the Competent Authority of Poland/
confirms the following:
the manufacturer

GRUPA INCO Spotka Akcyjna
ul. Wspélna 25, 00-519 Warszawa, POLAND

site address

GRUPA INCO Spotka Akcyjna
Wydziat Produkcji Lekéw
ul. Ks. Kurowskiego 93, 05-080 Izabelin os. Hornéwek, POLAND

has been inspected under the national inspection programme in connection with manufacturing
authorisation No. 175/0035/15 in accordance with Art. 40 of Directive 2001/83/EC transposed in
Pharmaceutical Law of 6% of September 2001 (Journal of Laws from 2022, item 2301 as
amended).

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 17-18/05/2023, it is considered that it complies with the Good Manufacturing Practice
requirements laid down in Directive 2003/94/EC.

This certificate reflects the status of the manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the compliance status if more than three years have
elapsed since the date of that inspection. However, thi yeriod of validity may be reduced or extended
using regulatory risk management principles by an e\ri\gr?. in !th\én, ictions or Clarifying remarks field.

The authenticity of this certificate
contact the issuing authority.

12 Senaterska str, 00-082 Warsaw, POLAND www.gif.gov.pl
phone 22 63599 51 gif@gif.gov.pl
fax 22 6359957
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MINISTERUL SANATATII AL REPUBLICHI MOLDOVA DOCUMENTATIE MEDICALA/ Meanmpnicsan 10Ky MeHTAINA

MHHHUCTEPCTBO 3/IPABOOXPAHEHMHS FORMULAR/ dGsopma Nr. 303-2/e
PECIIVBJIMKH MOJIJIOBA APROBAT DE MS al RM / Yreepaciena M3 PM Nr. 828
* =l % T 31.10.11
AGENTIA NATIONALA PENTRU SANATATE PUBLICA o ; . i :
Centrul de incerciiri de laborator acreditat de ciitre Centrul
HALHOHAJIBHOE ATEHTCTBO OBUECTBEHHOI'O National de Acreditare din Republica Moldova MOLDAC
310POBBA Henwmarensnsiit nabo paropHbii WeHTP AKKPEIHTOBANH BIR
MD-2028, mun. Chisinidu, str. Gheorghe. Asachi. 67 a Hannonaawimm Axkpeanrannonns [enrpom PM MOLDAC
Tel, +373 22 574501, fax + 373 22 729725 Certificat nr. LI-044 din 17.02.2018 valabil pina la 16.02.2026

IDNO 1018601000021
e-mail: office@ansp.gov.md
AVIZ SANITAR
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr, P-22528/2025

CanumapHoe 3armoyenie 018 MYesHx it HeRYeabX RPOOVKMoe

din/ot 02 septembrie 2025

Prin prezentul aviz sanitar se confirmi ci producerea, importul, utilizarea si desfacerea produselor / echipamentelor
Hacmonugun canumapnsim 3axnoeriem neOMeEpIcOaemca Wne NPpeuIsodemen, 603, NCHOALIOEANIE 1 peartsaius npodviyu / obopydosanun

Hartie igienicd m.c. SELPAK

sunt conforme Regulamentului (lor) sanitar (e) / coomsemcmaviom canumapnony (sv) pezravenmy (aw) (se va indica denumirea completd a
Regulamentului (lor) sanitar (e) / ykazame nonnoe nausenosanie canumapnozo (bix) peciavenma (oa))

SM EN ISO 12625-1:2013

Organizatia-produciitoare/importatoare, tara de origine / opeanusayus npouse./usnopmep, empana npoucxoxcoenus
Sanipak Sagliki Yasam URUNLERI SAN.VE.TIC. A.S, TURCIA

Destinatarul avizului sanitar / nosyuamens canumapuozo saxtwouenus

"AZMOL GROUP" S.R.L. , Republica Moldova, mun. Chisinau, sec. Riscani, str. Socoleni, 5, bloc. 5

Temei pentru recunoasterea conformititii produselor Regulamentului (lor) sanitar (e) mentionat (e) a servit /
Ocnosantiem 0 BPUSHAHUA NPOOVKIfUN VRAZGNHOMY (biIM) Canumapromy (biu) peztamenny (am) nocayxctio

Demers, contract nr.MD 30/04/2013 din 30.04.2013, facturi, raport a incercirilor de laborator nr.51027277 din 28.08.2025

(a enumera documentele de insotire, buletinele de analiza / nepenuciums conposodumensibie dox., nPOMoOKoL Hceed.)

Caracteristica sanitard a produselor / canumapnan xapaxmepucmuxa npodvicyue:
Parametrii (factorii) / noxazamenu fhaxmopor) Normativul sanitar / canumapustii nopaamue

conform raportului incercérilor de laborator nr.51027277 din 28.08.2025

Domeniu de utilizare / OGaaenns npusienenus;
intretinere, cerinte igienice

Conditiile necesare de utilizare, depozitare, transportare, misurile de securitate / Heofxodwssie yerosus ucnoab368anis, Xpanexus,
MPAHCROPMUPOSKH, Mepbl GE30NACHOCHIN
plasarea pe piaia in conditiile respectirii legislatiei in vigoare in Republica Moldova

AVIZUL SANITAR este valabil pinii la / Canumapnoe saxuouenue deiicmenmensio oo: 31.08.2028
DIRECTORUL AGENTIEI NATIONALE PENTRU SANATATE PUBLICA

Nicolae Jelamschi Digitally signed by Jelamschi Nicolae
Date: 2025.09.02 16:30:52 EEST

Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
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AVIZ SANITAR
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Part 2

Human Medicinal Products

1

MANUFACTURING OPERATIONS

1.2

Non-sterile products

1.2.1 Non-sterile products
1.2.1.5 Liquids for external use

1.2.2 Batch certification

1.5

Packaging

1.5.1 Primary packing
1.5.1.5 Liquids for external use
1.5.2 Secondary packing

1.6

Quality control testing

R F
1.6.3 Chemical/Physica <0 j__ﬁ_:{ Ao
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12 Senatorska str, 00-082 Warsaw, POLAND
phone 22 63538% 51
fax 22 63599 57
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Chief Pharmaggutical Inspector
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