Certificate BG20/871981

The management system of

Phaimex EOOD

41 Nedelcho Bonchev str., 1528 Sofia, Bulgaria

has been assessed and certified as meeting the requirements of

World Health Organization Good Distribution Practices (GDP)

WHO Technical Report Series, No. 957, Annex 5, 2010, and No.1025, Annex 7, 2020 Including Storage and Distribution Practices.
For the following activities

Wholesale, distribution and storage under temperature control of pharmaceutical products for human use

The responsibility for the quality of the individual batches of the products labeled, packed and distributed lies with the organization
This certification is not intended to imply that the organization has been inspected or certified by WHO.
This certificate is valid from 24 September 2023 until 23 September 2026 and remains valid subject to satisfactory surveillance audits.

Issue 2. Certified with SGS since 24 September 2020

Ben Tsang

SGS Hong Kong Limited

Units 303 & 305, 3/F., Building 22E, Phase 3, Hong Kong Science Park, New Territories, Hong Kong
t +(852)2334 4481 - www.sgs.com

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as a copy.
This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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5 REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PA3SPEIHIEHHUE 3A ThbPI'OBUSA HA E/IPO C JIEKAPCTBEHMU INPOAYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Homep Ha pazpemenuero / Authorisation number :

\WW-P-T—CEU-S -107

2. HaumeHoBaHHe HA IpHTEXKATeJs HAa paspemenuero /Name of authorisation

holder :

PAUMEKC EOO/I/ PHAIMEX EOOD

3. Cepaaume u agpec Ha ynpasJaenue / Legally registered address of authorisation
holder :

rp. Codpus 1505, 6y.1. ,Maapua” Ne 56 / Sofia 1505, 56 Madrid blvd.

4. Anapec(u) Ha moMeneHHeTo(ATa) 32 THProBusi Ha eapo /Address(es) of site(s) :

rp. Codpus 1528, ya. ,,Henenuo bouuen” Ne 41, er. 3 / Sofia 1528, 41 Nedelcho Bonchev
str., fl. 3

5, OQo0xBaT Ha paspemenuero / Scope of authorisation :

IIpunoxenne 1 /Annex 1
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6. IIpaBHO ocHOBaHHe 3a M3/AaBaHe Ha paspemenuero /Legal basis of authorisation:

Y. 202 ot 3aKoH 32 JIeKapCTBEHHUTE NPOAYKTH B XyMAHHATA Me{HIMHA /
Law on the medicinal products in human medicine, Art. 202.

5 Hme Ha OTrOBOPHMSA COYKHTE] HA KOMIETEHTHHSI OPraH Ha JbpKaBara
YJICHKA, KOSITO H31aBa Pa3pelieHueTo 3a Thprosus Ha eapo/Name of responsible officer
of the competent authority of the member state granting the wholesaling authorisation :

X Mpunoxenne 1 - OGXBaT Ha paspemeHneTo 3a TbProsusi Ha eApo / Annex I - Scope of
wholesale distribution authorisation (6poi npunoxcenusn: 1 / number of annexes :1 )

X Mpuaoxenne 2 - Aztpecu Ha 00eKTHTe, ¢ YHHTO NMPHTEKATENH HA paspemieHHe 3a
THProBUs HA €IP0 HMA CKJII0YEHH /0r0BOPH 32 J0CTABKA H HOMEPATAa HA Pa3pemIeHHsATAa
| Annex 2 - Address(es) of contract wholesale distribution sites and their authorisation

number

X Mpunoxenne 3 - Ume na OTroBOPHHSA Marucrbp-¢papmaneBt mo 4ia. 197, 1. 2 or
3JIIIXM / Annex 3 - Name(s) of responsible person(s)
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NPUIOKEHUE 1/ ANNEX 1

OBXBAT HA PA3PEHIEHUETO 3A THPT'OBUS HA EJIPO
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION

Hanmenosanue u azpec Ha ckiagoBoTo noMemnenue / Name and address of the site:

rp. Copusn 1528, yi. ,,Heneauo Bonues” Ne 41, er. 3 / Sofia 1528, 41 Nedelcho Bonchev
str., fl. 3

1. JJEKAPCTBEHH INPOAYKTHW/ MEDICINAL PRODUCTS
1.1. [X] ¢ paspemennue 3a ynorpe6a B crpana(u) ot EUO / with a Marketing Authorisation in
EEA country(s)

2. PA3ZPELHIEHM JEMHOCTH BBB BPH3KA C ThPIOBUSITA HA EJIPO/
AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS
2.1. [X] lpuno6usane / Procurement
2.2. [X] lpurexanue / Holding
2.3. [X] Jlocraska / Supply

3. JlekapcTBeHH NPOAYKTH ¢ JONbIHATETHH usnuckBauus / Medicinal products with
additional requirements
3.1. [X] MpomykTu, chriacro wi 209 or 3JIIXM (Un. 83 ot 2001/83/EO) / Products
according to Art. 83 of 2001/83/EC
3.1.3. [X] VMyHONOrMYHM JeKapCTBEHH MPOAYKTH / Immunological medicinal
products

3.3. [X] MponyxTH, u3nckpamm KOHTPOJIMPAHK YCIIOBHS 3a JOCTaBKa (M3HCKBAIIM YCIOBHS
Ha pasnpocTpaHeHHue TNpu HUcku temneparypu)/ Cold chain products (requiring low
temperature handling)

HNPUJIOKEHWUE 2 /Annex 2

Anpecr Ha OOEKTHTE, C YMHTO MPUTEXKATENM HA pa3pelicHHe 3a ThPrOBUS Ha €Ip0 MMa
CKIIIOYEHH JIOTOBOPH 3a JOCTaBKa M HOMepaTa Ha paspemieHusita / Address(es) of contract
wholesale distribution sites and their authorisation number

HPUJIOKEHUE 3 /Annex 3

VMe Ha 0TroBOpHHUS MarucThp-(apmanest o wi. 197, 1. 2 ot 3JIIIXM /Name(s) of
responsible person(s) — responsible master- pharmacist according to Art. 197, point 2:

Codusa Anexcanaposa Crankosa / Sofia Alexandrova Stankova
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“CAPA” OO/, Codusn 1142, yia. “I'pad Urnarues” 74
Ten: (+359 2) 987 69 10, Tea/Daxc: (+359 2) 963 41 68, E-mail: saraltd@mail. be, saraltd@abv. by

www.sara-translations.com

Translation from Bulearion

REPUBLIC OF BULGARIA
@Q} BULGARIAN DRUG AGENCY

MEDICAL DEVICES
WHOLESALE LICENSE

Reg. No. IV-R-T/MI 857/ July 2, 2012

Pursuant to Art. 79, Para. 3, section 2 of the Medical Devices Act and Application our
ref. No. IAL - 23529/June 1, 2012

I HERBY PERMIT

To PHAIMEX EOOD /LTD/

/mame of the natural person or legal entity/

Having headquarters and registered office: City of Sofia, ZIP Code 1505, Oborishte
Region, 56 Madrid Blvd.

Represented by: Mintcho Donkov Doynov

TO CARRY OUT
WHOLESALE TRADE IN MEDICAL DEVICES

of the types (categories) according to the Annex

ADDRESS OF THE STORE PREMISE FOR STORAGE AND WHOLESALE OF
MEDICAL DEVICES:

City of Sofia, ZIP Code 1528, Iskar Region, 41 Nedeltcho Bontchev Street, floor 3

HEAD OF THE STOREHOUSE PURSUANT TO ART. 78, PARA. 2 SECTION 4 OF
THE MEDICAL DEVICES ACT:

Radan Georgiev Doynov
/mame, lather's name, sumame/

City of Gabrovo, ZIP Code 5300, Gabrovo municipality, 75 Nikolaevska Street
faddress/

This Medical Devices Wholesale License is termless.

ALEXANDER YANKOV ,PHARMACEUTIST MA: (signed)
XECUTIVE DIRECTOR
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! the undersigned Vesselka Viadimirova Todorova, in my capacity of
wanslator, hereby certify that the above instrument, consisting of 2 (two) pages is a
“true and complete translation into English language of the attached official document
— Medical Devices Wholesale License, originally composed in Bulgdrian language. In
testimony thereof 1 have hereunto set my hand and affixed the official seal of the
company.
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Translation from Bulgarian

ANNEX ,
TO MEDICAL DEVICES
WHOLESALE LICENSE

Reg. No.1V-R-T/MI 857/ July 2, 2012

Issued to PHAIMEX EOOD /LTD/

/mame of the natural person or legal entity/

List of the types (categories) of medical devices the holder of these presents is licensed
to trade with:

Category code 1: Active Implantable Devices

Category code 2: Anaesthetic and Respiratory Devices

Category code 3: Dental Devices

Category code 4: Electro Mechanical Devices

Category code 5: Hospital Hardware

Category code 6: In Vitro Diagnostic Devices

Category code 7: Non-active Implantable Devices

Category code &: Ophthalmic and Optical Devices

Category code 9: Reusable Instruments

Category code 10: Single-use Devices

Category code 11: Assistive Products for Persons with Disability
Category code 12: Diagnostic and Therapeutic Radiation Devices
Category code 13: Complementary Therapy Devices

Category code 14: Biologically — derived Devices

Category code 15: Healthcare Facility Products and Adaptations

Category code 16: Laboratory Equipment

ALEXANDER YANKOV PHARMACEUTIST, MA: (signed)
EXECUTIVE DIRECTOR

Round seal of the Bulgarian Drug Agency, affixed

I the undersigned Vesselka Viadimirova Todorova, in my capacity of
translator, hereby certify that the above instrument, consisting of 1 (one) page is a true
and complete translation into English language of the attached official document —
Annex to Medical Devices Wholesale License, originally composed in Bulgarian
language. In testimony thereof I have hereunto set my hand and affixed the official

seal of the company. B s
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