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Bulgarian Drug Agency

CEPTHU®HUKAT 3A TOBPA ITIPOU3BOACTBEHA ITPAKTHKA
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Ne BG/GMP/2024/287

Yacr 1

Part 1
Hsnanen B pesyaraT Ha H3BLPIIEHA NPOBEPKA HA NPOM3BOAMTE] Ha JeKAPCTBEHH MNPOAYKTH
cbriaacuo 4. 111, an. 5§ or {upexrusa 2001/83/EC
Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC

H3npannrenHa arennus no Jekapcreara Ha PenyGinka Boiarapus yiocTosepsisa clieHoTO:
Bulgarian Drug Agency confirms the following:

IIponspoanTensr:

“CKOPIITMOH LIUIUHI™ OO0/

The manufacturer:

SCORPION SHIPPING OOD

Afpee Ha o0ekTa;

ya. ”ITepBa Brarapeka apmusa” Ne 18

rp. Codusn 1225, Brarapus

Site address:

18, Parva Balgarska Armia Str., 1225 Sofia, Bulgaria

0e npoBepeH 110 HAUKMOHAIHATA NPOTPaMa 32 H3BbPIIBAHE HA NPOBEPKH BHB BPb3Ka ¢ paspelueHue
3a npousBoacreo Noe BG/MIA-0022 uspaneno chriacho pasnopendure Ha uwi. 40 or Jupextuna
2001/83/EC, TpaHCNOHHPAHH B HAHOHAJIHOTO 32aKOHOAATEJICTBO HA Peny6smka Boarapus ¢ uJj., 146
0T 3aKOHA 32 JIeKAPCTBEHHTE NPOJYKTH B XyMaHHaTa mexnuuna (3JIIXM).

has been inspected under the national inspection programme in connection with manufacturing authorisation BG/M/A4-
0022 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

Ilpu nocienHaTa nposepka Ha APyXKecTBOTO, npoBenena Ha 10/07/2024 Ge ycranoBeHo, Ye ycJ0BHATA HA
MPOM3BOACTBO €A B COTBETCTBHE C NIPHHUHIUTE H H3UCKBAHMSATA 32 J00pa NPOM3BOACTBEHA NPAKTHKA,
noco4yenn B JInpexrusa 2017/1572/EC.

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on 10/07/2024, it is
considered that it complies with principles and guidelines of Good Manufacturing Practice laid down in Directive (E U)
2017/1572.

HacrosmusaT ceprudukar oTpassiba yc10BHsITA HA MSACTOTO 32 NPOM3BOACTBO MO BpeMe Ha npoBepKaTa,
NoCOoYeHa o-rope U He TPAOBA /1a ce CUMTA, Ye OTPA3ABA AeHCTBHTENIHOTO CHCTOSIHUE HA MPOU3BOHTE S,
4KO €A M3MHHAJH MOBe4Ye OT TPH rOAHHM OT AAaTara HAa NpOoBepKaTa. Bumpekn ToBa, TO3u CpPOK Ha
BATHAHOCT MOKe [a ObJe HAMANEH WM YABJUKEH Ype3 H3MO/3BaHe NPUHUMNNMTE HA YNPABJEHHE HA
PHCKA, KOETO Ce MOCo0YBa B N0J1eT0 ,,OrpaHuyYeHns WiH 3a6e/1eKKn”.

AxTyanusanun ua ,Orpanuvenns uim 3afenexkn” morat ga 6baaT uaeHTHdUUUPaHN upe3 yeGeaiiTa
EudraGMDP (http://endragmdp.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.ew/).

CeprudukaThT € BaNHICH caM0, KOraTo € NPeACTaBeH ¢ BCHYKM cTpaHumu u Asere Yactu 1 u 2.

This certificate is valid only when presented with all pages and both Parts 1 and 2.

Hcrannocrra Ha 1038 ceprudukar moxke Aa Gbae nposepena B EudraGMP. Ako He e BbBeaen, Mous
CBBPXKETE ce ¢ H3AABallUs OpraH.

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

.

[ D JlekapeTBenn npoayKTH 32 XyMaHHA ynotrpeba/Human medicinal products

1. MPOU3BOJACTBEHHU JEMHOCTH HA JIEKAPCTBEHU NMPOAYKTU/MANUFACTURING OPERATIONS
— MEDICINAL PRODUCTS

L.S. Onaxosaue/Packaging

1.5.2  BropuuHo onakoraHe/Secondary packing

Orpannvenns uian 3a0eJ1eKKH, HMAINIM BPb3Ka ¢ 00XBATA HA TO3H CePTHHUKAT:
Any restrictions or clarifying remarks related to the scope of this certificate:

T. 1.5.2 ce 0THacsi caMo 33 PeONaKoBAHE U eTHKETHPaHe HA Bede ONaKOBAHH JIEKAPCTBEHU MPOAYKTH; eTHKETHPaHE
Ha MOCTPH OT JIEKAPCTBEHW NPOAYKTH, NPEIHA3HAYEHH 3a MeAMUMHCKH cneunanuctu./ 1.5.2 applies only to

repackaging and labeling of medicinal products of already packed; labeling of samples of medicinal products intended for
healthcare professionals

21/10/2024 U
" mar.apm. Boraan

Bogdan Kirilov, MScPharm, MPH

M3nbanutesen Jupexrop

Executive Director

H3nbanMTeIHA areHIUs 110 JIEKApCTBATA
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