PENYBNUKA BBJITAPUA

U3nbaHUTeNIHA areHUMA no sieKapcrearta
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

CEPTHO®UKAT 3A TOBPA ITPOU3BO/JICTBEHA ITPAKTHUKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2024/278

Yacr 1
Part ]
Hspagen B pe3yaTaT HAa H3BbPLIEHA IPOBEPKA HA MPOMU3BOIUTEI HA JIEKAPCTBEHH NPOAYKTH CHIJIACHO
ua. 111, an. 5 ot Inpexruea 2001/83/EC
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC

HsnbiannTeHa areHUus o Jekapersara Ha PenyOnuka Boarapus yiocrosepsiBa cJieqnoro:
Bulgarian Drug Agency confirms the following:

IlpousBoaguTeasar:

»@OPTEKC HYTPACHOTHKAJIC” OO/

The manufacturer:

FORTEX NUTRACEUTICALS LTD

Anpec Ha obekra:

ya. ,IIpoxnagen keT“ Ne 10, kB. ,,Cyxonon*, Codus 1362, Buiarapus
Site address:

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

Ge mpoBepen 110 HALHOHAIHATA NPOrpamMa 3a H3BbPLIBAHE HA IPOBEPKH BbB BPb3KAa ¢ paspeuleHne 3a
npoussoacteo Ne BG/MIA-0456 uzganeHo cbraacuo pasmopeadure Ha wi. 40 or JupekTnsa
2001/83/EC, TpaHCIOHHPAHH B HAIMOHATHOTO 3aKoHoxaTecTBO HA Peny6ianka Brnarapus ¢ wia. 146
oT 3aK0HAa 32 JIEKADCTBEHUTE NPOAYKTH B XyMaHHaTa Meaunuua (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.

IIpu nociiennara npoBepka Ha JpyKecTBOTO, mpoBeaeHa Ha 22/05/2024 Ge ycTaHOBEHO, Y€ YCJIOBHATA Ha
[IPOH3BOACTBO €A B CbOTBETCTBHE C MPHHIHIIHTE H U3HCKBAHHATA 3a 106pa NPOHU3BOACTBEHA MPAKTHKA,
nocoyenn B Jlupexrusa 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.

HacrossmuaT ceprugukar oTpassiBa ycJOBHSTA HA MSICTOTO 32 MPOU3BOJACTBO M0 BPeMe HA NPOBEPKATA,
NOoCOY€EHA NO-rope U He TPsAOBA Ja ce CUMTA, Ye 0TPa3sABa AeHCTBUTEHOTO ChCTOSIHHE HA NPOH3BOAMTEIS,
AKO ¢a H3MHHAJH NOBEeY€ OT TPU IrOAHHM OT JaTaTa HA NpOBepKara. B'bl'lpeKI/l TOBa, TO3H CPOK Ha
BAJIHIHOCT MOsKe 1a ObJie HAMAJIeH HJIH YAbJKEH Ype3 H3M0/I3BaHe NPUHIMIATE HA YIPABJEHAE HA PUCKA,
KOETO ce NOCOYBAa B N0JIETO ,,OrpaHuYeHns Hid 3a0eneKKu”,

AxTtyanusanuu Ha ,,Orpanndennsi uiam 3abenexkn” morar aa 6baat uaeHTHGUuUUpaHu 4pe3 yebcaiiTa
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:/feudragmdp.ema.europa.eu/).

CepTHHKATHT € BaTHIEH CAMO, KOraTo € MPeICTABEH ¢ BCHUKM CTpaHUUH U ABeTe Yactn 11 2.

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

Hcrnanocrra Ha TO3H ceprudHKAT Moke Ja Obae nposepeHa B EudraGMP. Ako He e BbBeaen, Mous
CBbPIKeTe ce ¢ U3JaBALMA 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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Yact 2
Part 2

| 5
! X] Jlekapersenn npoayKTH 32 XyMaHHA ynotpebda/Human medicinal products

| 1.

MNPOU3BOACTBEHU  JAEMHOCTH HA  JIEKAPCTBEHU  NPOAYKTU/MANUFACTURING
OPERATIONS — MEDICINAL PRODUCTS

1.2

Hecrepusinu npoayktu/Non-sterile products

1.2.1 Hecrepuniny MpofykTH (MPOM3BOACTBEHH JIEIHOCTH Ha ClIeIHUTe ekapcTBeHu Gpopmu)/Non-sterile products
(processing operations for the following dosage forms)

1.2.1.1 Tewpau kancynu /Capsules, hard shell

1.2.1.8 [lpyru Tebpau nexapcTeHU GpopMu/ npaxose 3a nepopaiHo npunoxenne/ Other solid dosage forms/
— powders for oral solution /

1.2.1.13 Tabaerku/Tablets

1.2.2 Ceprudmumpane Ha napranu/Batch certification

1.5.

OnakoBaune/Packaging

1.5.1 IIvpBuuHO onakosaHe/ Primary packing
1.5.1.1 Tewpan kancynu /Capsules, hard shell i
1.5.1.8 Jlpyru t8bpan nexapcTBenH dopmu/ Ipax 3a nepopanen pasteop/ Other solid dosage forms/ Powder

for oral solution/
1.5.1.13 Tabnerxu/Tablets

1.5.2 Bropuuno onakosane/Secondary packing

1.6.

KauecTsen koutpon/Quality control testing

1.6.2 MuxpoGuonoruynu: Hectepuntu/Microbiological: non-sterility

1.6.3 Xumuunu /busuunvw/Chemical/Physical

Orpanuvenns niau 3a0e/1eKKH, HMAIH BPb3Ka ¢ 00XBaTa Ha To3u cepruduxar: Hama
Any restrictions or clarifying remarks related Je}:rhmscggg of this certificagé: None
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mar.- papm. Boraan Kupuaos

Bogdan Kirilov, MScPharm, MPH
Msnbnaurtenen Jupexrop

Executive Director

M3nbanuTe/IHA areHu s 10 JieKapeTBaTa
Bulgarian Drug Agency

Codusa 1303, yn. flaman pyes N? 8, Ten.: (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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