PENMNYB/TUKA BBJITAPUA
UanbnHUTenHa areHUMs No JsiekapcreaTta
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

CEPTHO®HUKAT 3A JOBPA ITPOU3BO/ICTBEHA ITPAKTUKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2024/277

Yaer 1
Part 1
Hspnanen B pesy/iTaT Ha H3BbPHIEHA NPOBEPKA HA POM3BOJUTE HA JIEKAPCTBEHH POAYKTH ChIJIACHO
wl. 111, an. 5 or Aupexrusa 2001/83/EC
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC

H3nbiHATE/IHA areHnus No JekapersaTa Ha Peny6auka Buarapus YAOCTOBEPSIBA CJEIHOTO:
Bulgarian Drug Agency confirms the following:

IlponsBoauTensiT:

»@OPTEKC HYTPACIHOTHUKAJIC” OO0

The manufacturer:

FORTEX NUTRACEUTICALS LTD

Anpec Ha 00eKkTa:

yn. ,Ipoxnagen kb1* Ne 8, Codust 1362, Brarapus

Site address.

8, Prohladen kat street, Suhodol district, Sofia 1362, Bulgaria

0e MpoBepeH 110 HALLHOHAJTHATA NIPOrpamMa 3a H3BbpUIBAHE HA IPOBEPKU BbE BPb3Ka C papemenne 3a
npoussoacreo Ne BG/MIA-0456 mn3ganeHo cbriacHo pasmopenéure ma ui. 40 or JdupexrtuBa
2001/83/EC, rpaHcnOHHPAHH B HAHOHAJIHOTO 3aKOHOAATENCTBO HA PenyGanka Buarapus ¢ 4. 146
0T 3aKOHA 32 JIEKAPCTBEHHTE MPOAYKTH B XyMaHHaTa Meaununa (3JIIIXM).

has been inspected under the national inspection programme in connection with manufacturing authorisation BG/MIA-
0456 in accordance with Art. 40 of Directive 2001/83/EC, transposed in the following national legislation: Art 146 of
Medicinal Products for Human Use Act.

Ilpn nocjennaTa npoBepka HA JPY:KeCTBOTO, NpoBeaeHa Ha 22/05/2024 Ge ycTAaHOBEHO, Ye YCJOBHATA Ha
NPOH3BOACTRO €A B CHOTBETCTBHE ¢ NPHHUMIIHNTE M M3HCKBAHHATA 32 100pa NPOU3BOJCTBEHA NPAKTHKA,
noco4yenn B lupexrusa 2017/1572/EC/.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 22/05/2024, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive (EU)
2017/1572.

Hacrosumusar cepruukaT oTpassiBa ycJIOBHATA Ha MACTOTO 32 NPOM3BOACTBO NO BpeMe HA NMPOBEPKATa,
MOCOY€eHa NOo-rope H He TPAGBA 1a ce CUHTA, Ye 0TPa3ABa JeiiCTBUTEIHOTO CHCTOSTHHE HA NPOH3BOAMTEIIS,
aKO ca M3MHHAJIA MOBeYe¢ OT TPH TFOAMHH OT [JaTaTa HA NpoBepkara. Bumnpexkn ToBa, To3W cpok HA
BAJTHAHOCT MO%Ke Ja Oble HaMAaJ1eH HJIH yAbJKeH Ype3 H3N0/I3BAHE MPUHIMIHTE HA YIPABJIEHUE HA PUCKA,
KOETO c€ N0Cc0YBa B N01eT0 ,,OrpaHnnvdeHns uiu 3adeexkn”,

AxTtyanuzanun Ha ,,OrpaHuyeHns WiH 3a0ejeXKH” Morar aa ObaatT uaeHTHUUHPAnH ype3 yebGcaiTa
EudraGMDP (http://eudragmdp.ema.europa.eu/).

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 entry in the Restrictions
or Clarifying remarks field.

Updates to restrictions or clarifying remarks can be identified through the EudraGMDP website
(http://eudragmdp.ema.europa. eu/).

CepTndukarThT € BATHICH €aMO, KOI'ATO € IIPEACTABEH ¢ BCHUKH CTpaHuUH U ABeTe Yactn 1 u 2.

This certificate is valid only when presented with all pages and both Parts | and 2.

Hcrunnocrra Ha To3H ceprudukar moxe Aa 6bae nposepena B EudraGMP. Ako ne e BbBenen, Moas
CBbP2KETE ce ¢ H3/aBAIHs OpPraH.

The authenticity of this certificate may be verified in EudraGMP. If it does not appear, please contact the issuing authority
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Yacr 2
Part 2

‘ X Jlekapersenu npoaykru 3a Xxymanua ynorpeda/Human medicinal products

1.

MPOU3BOACTBEHU JEMHOCTU HA JIEKAPCTBEHU TPOAYKTH/MANUFACTURING
OPERATIONS — MEDICINAL PRODUCTS

1.2

Hecrepunnu npoaykru/Non-sterile products

1.2.1 Hecrepunuu npoaykTi (MPou3BOACTBEHH JEHHOCTH Ha CleAHUTE JTeKapcTBeHu bopmu)/Non-sterile products
(processing operations for the following dosage forms)

1.2.1.8  Jlpyru TBBpOU JiekapcTBEHH (OpMU/ npaxoBe/rpaHysiu 3a nepopaiHo npunoxenue/ Other solid
dosage forms/ — powders/granules for oral solution /

1.2.1.13 Tabnerku/Tablets

1.2.1.17  pyru HecTepuiaHM JIeKapcTBEHU NPOLYKTH — Npax/rpanysiv 3a nepopaino npunoxenue/ Other
non-sterile products/ — powders/granules for oral solution

1.5.

Onaxkosaue/Packaging

1.5.1 IbpBrYHO onakoBaHe/ Primary packing

1.5.1.8 Jpyru TBBpAM JekapcTBeHU GOpMK/ MpaxoBe/rpaHyiiy 3a NepopanHo npunoxenwe/ Other solid
dosage forms/ — powders/granules for oral solution /

1.5.1.17 Jlpyru HecTepuiIHY IEKapCTBEHH NPOAYKTH — Npax/rpaHyiiy 3a epopanto npunoxenue/ Other non-
sterile products/ — powders/granules for oral solution

1.5.2 BropuuHo onakosaue/Secondary packing

Orpanndenns nian 3a0e/1e:KKH, MMalU# Bpb3Ka ¢ 06XBaTa Ha To3u ceprudukar: Hama

Any restrictions or clarifying remarks related to I};{efs;gg);_g;xqfthis certificate: None
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19/08/2024

Bogdan Kirilov, MScPharm, MPH
HMznbannrenen Jupexrop

Executive Director

H3nbaHHTEHA areHIOHs 10 JIeKapcTBaTa
Bulgarian Drug Agency

Codua 1303, yn. flaman Mpyes N2 8, Tten.: (02) 8903 555, dakc: (02) 8903434

8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.bg
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