PEMYBNNKA Bb/IFAPUSA
M3nbnHUuTENIHA areHuu1sa no nekapcreara
2 REPUBLIC OF BULGARIA

y Bulgarian Drug Agency

PA3SPEINIEHUE 3A ITPOHU3BOACTBO/BHOC HA JIEKAPCTBEHH INPOAYKTHU
Manufacturing/Importation Authorization

Homep na pa3spewienuero BG/MIA-0353

Authorisation number

Hime Ha 1IpUTERATENISE HA paspeleHneTo »KEHAW” OO/

Name of authorisation holder KENDY Lid.

Anpec(n) Ha obeKTHTE 33 NIPOU3BOACTBO yi. ,'ypma3soBcko woce” Ne 8, rp. Boskypuue 2227, bbarapus
Address(es) of manufacturing site(s) 8 Gourmazovsko shosse str., Bozhurishte 2227, Bulgaria

Cenanuue u agpec Ha ynpagJjieHne Ha NPHTEXKATE/IA yia. ,,Codun” Ne 101, rp. bauksa 1320, bearapus
Ha paspeilieHHero 101 Sofia str., Bankya 1320, Bulgaria

Legally registered address of authorisation holder

O0xBaT Ha pajpelIeHHETO H JeKapcTBeHH GopMHu H36poenn B npujI0KeHHATA

Scope of authorisation and dosage forms Listed in the annexes attached

QOcHoBaHnusi 3a H3gaBane e wi. 155 o1 3aKoHa 32 JieKAPCTBEHHTE NMPOAYKTH B XyMAHHATA
Legal basis for authorisation MeaHUMHA/Art 155 of Medicinal Products for Human Use Act

Ume Ha OTrOBOPHHHA CJAYXKHTE] HAa KOMIETCHTHHH
opraH  Ha AbpiKaBara 4YWICHKa, KOATO H3daBa
pa3peiueHneTo

Name of responsible officer of the competent authority of the
member state granting the manufacturing authorisation

oraan Kupuior
€H AUMpeKTop
MScPharm, M

Moanuc/Signature:
Hara/Date: 10.01.2023 r.

[Mpunoxenue 1 n/uan Mpunoxenue 2

Annex land/or Annex 2

anJIO?KeHHH no H360p, CbIJTACHO H3HCKBAHHSATA:
Optional Annexes as required.:

Ilpunoxenue 3 (AapecH Ha NPOH3BOACTBO N0 Bh3jJaraTeieH J0roBop)

Annex 3 (Addresses of Contract Manufacturing Site(s))

Ipunoxenne 4 (Aapecu Ha 1a00paTOpPUH 32 KAYeCTBEH KOHTPOJI N0 Bb3J1araTe/ieH 0roBop )

Annex 4 (Addresses of Contract Laboratories)

Mpuioxkenne 5 (Mme na kBaMPUUUPAHOTO JIMLE)

Annex 5 (Name of Qualified Person)

Mpuiaoxenne 6 (MMe Ha OTroBOpHHTE JIMLIA)

Annex 6 (Name of responsible persons)

TMpunoxenne 7 (JlaTa Ha HHCNEKIHATA Bb3 OCHOBA, HA KOSATO € M31a[eH0 pa3pelleHHeTo, 00XBAT HA MOC/IeHATA HHCNEKIHS)
Annex 7 (Date of inspection on which authorisation granted, scope of last inspection)

[Mpunoxenne 8 (IpoaykTy paspeiiedy 3a NpoU3BOACTBO/BHOC)

Annex 8 (Manufactured/imported products authorised)

Codwma 1303, yn. Aaman pyes N2 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



Paspewenne 3a npoussoacTeo/Buoc Ne BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

MCTOPUS HA IPOMEHUTE HA PA3PELLEHUE Ne P-1-38-001

VARIATION HISTORY OF AUTHORISATION Ne P-1-38-001

CTpaHuuara Ce NoJMeHs ¢ BCSIKa HOBA NpoMsAHa.

This page will be amended if the licence is varied.

Ne

Homep na npomsinara
Variation number

Jara

Date

Onucanne na npomMsiHaTa /cbKpaTeno/
Variation Details

P-1-38-001

13.08.2013

Hspnasane Ha paspemenne BbB popmara na EC
Authorisation according to the EU template

P-1-38-002

12.06.2014

BruilouBane Ha HoBa JiekaperBena ¢opMa — mpaxoBe 3a
nepopajiHo NpHJIOKEeHHe
Including of new medicinal form — powders for oral solution

P-1-38-003

27.01.2016

IIpomsina Ha prroBoauTen [IpoussoacTBo
Person responsible for Production Operations variation

P-1-38-004

05.01.2017

Binioypane Ha KavyecTBEH KOHTPOJI 1O Bb3jaraTeseH
JA0TOBOp

Including of contract quality control

HonbiBane HAa CNHCBbKA €  JIEKAPCTBEHHTE MPOAYKTH
pa3peLleHH 3a NPOU3BOACTBO

Medicinal products authorized for manufacturing list update

BG/MIA-0076

29.11.2018

IpeycrpoiicTBo Ha chlIECTBYBAIIH MOMEIIEHHST HA aapec: YL
»I'ypma3zoscko woce* Ne 8, Boakypuuie 2227

Reconstruction of existing premises at 8 Gourmazovsko shosse
str., Bozhurishte 2227

BG/MIA-0079

07.01.2019

JdonbiBaHe HA CNHCLKA ¢ JIGKADCTBEHHTE MNPOAYKTH
pa3pelleHH 3a NPOH3BOACTBO
Medicinal products authorized for manufacturing list update

BG/MIA-0112

05.08.2019

Jobapsane Ha KBaaHpHUUHPAHO JHLe
Qualified person supplement

BG/MIA-0147

28.02.2020

Tlpomsana Ha PLKOBOAHTE/ KAYeCTBEH KOHTPOJ
Quality control person variation

Otnanane Ha KBATHPHIHPAHO JIHIE

Decline of qualified person

BG/MIA-0199

20.11.2020

JobaBsine Ha KBaAH(QUUHPAHO JIHLE

Qualified person supplement

[Tpomsina na prroBoauren [poussoacTso

Person responsible for Production Operations variation

10.

BG/MIA-0253

12.07.2021

OTnagane Ha KBAJAHQUUHPAHO JIHLE
Decline of qualified person

1il.,

BG/MIA-0261

02.09.2021

BrJiouBane Ha HOBH MOMELLEHHS 32 [POH3BOACTBO,
KAYeCTBEH KOHTPOJ M CbhXpaHEHHe Ha TBBLPAM J03MpPAHH
JekapersenH opmu Ha agpec: yi. ,,['ypmasosexo woce® Ne 8,
rp. Boxypuine 2227

Including of new manufacturing, quality control and storage
premises of solid dosage forms at 8 Gourmazovsko shosse str.,
Bozhurishte 2227

BG/MIA-0307

26.05.2022

IMpomana na Keanuduuupano anue

Quallified person variation

Ornapane Ha KavecTBeH KOHTPOJI M0 Bb3jaraTesien 10T0BOP
Decline of contract quality control

JdonbjBaHe HAa CNHCbKA € JIEKAPCTBEHHTE INPOAYKTH
paspeLIeHH 32 NPOH3BOACTBO

Medicinal products authorized for manufacturing list update

13;

BG/MIA-0320

05.08.2022

BriouBane Ha HOBH 00eKTH 3a Ka4decTBeH KOHTpPOJ Ha
JIeKapeTBeHH MPOAYKTH M0 Bb3J1araTesieH A0roBop
Including of new contract quality control of medicinal products

14.

BG/MIA-0353

10.01.2023

BrusiiouBane ua HOB 00EKT 3a KayecTBeH KOHTPOJI Ha
JIEKAPCTBEHH NMPOAYKTH M0 Bb3J1araTe/IeH A0roBop
Including of new contract quality control of medicinal products

* B nacrosumoro paspelueHne ca OTPaseHH BCHYKH H3BBPLIEHH NPOMEHH B paspelienue 3a npon3soacTeo/BHoc Ne P-1-38-001 xem 10.01.2023 r.
* The present authorisation issued on 10.01.2023 covers all accomplished variations in Manufacturing/Importation Authorisation No P-1-38-001
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Paspemenne 3a npoussoacTeo/BHoc Ne BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

NMPHJIOKEHHE Ne 1

OBXBAT HA PA3ZPEIUEHHUETO/SCOPE OF AUTHORISATION

ANNEX |

Hme u agpec na obexra/Name and address of the site:

»KEHAW” O0]]
KENDY Ltd.

yi. ,I'ypmaszoBcko moce” Ne 8, rp. boxkypuie 2227, bvarapus
& Gourmazovsko shosse str., 2227 Bozhurishte, Bulgaria

B4 Jlexapersenn npoayiTh 3a Xymanna ynorpeba/Human medicinal products

[] Jlexapcrsenu npoaykTh 3a BeTepunapua ynorpeba/Veterinary medicinal products

PA3PEIUEHU IEUHOCTW/AUTHORISED OPERATION

[XI  Mpoussoacreenn aeitnoctu (ebraacko uaet 1)/Manufacturing operations (according to part 1)

[ ]  Buoc na sekapcrenn npoaykTy (chriacno uact 2)/Importation of medicinal products (according to part 2)

Yact 1/Part | - TIPOU3BOJACTBEHU AEUHOCTW/ MANUFACTURING OPERATIONS

1.2 Hecrepunnu nponykru/Non-sterile products

1.2.1 Hecrepunuu nponyxru/Non-sterile products
1.2.1.1 Tewpau kancynu /Capsules, hard shell

npunoxenue >/Other solid dosage forms < Effervescent tablets; Powders for oral solution>
1.2.1.13 Tabnerku/Tablets

1.2.1.8 Jlpyru tBbpaM Jekapcteenn ¢opmu < Edepsecuentad Ttabnerkw; [Ipaxose 3a mepopaino

1.2.2. Ceptudmuunpane Ha naprunu/Batch certification

1.5. | Onaxoeaue/Packaging

1.5.1. [IbpBuuHO onakoBaue/ Primary packing
1.5.1.1 Tewpau kancynu / Capsules, hard shell

npunoskenue >/Other solid dosage forms < Effervescent tablets;, Powders for oral solution>
1.5.1.13 TaGnerku/Tablets

1.5.1.8  Ipyru TBBpAH nexapcTBeHH (opmu< Edeppecuenthn Ttabnerku; IIpaxoBe 3a mepopaiHo

1.5.2 BropuuHo onakoBane/Secondary packing

1.6. | KauecrBen kourpoa/Quality control testing

1.6.2 MuxpoGuonorunuuu: Hecrepwinu/Microbiological: non-sterility

1.6.3 Xumuunu /busnuun/Chemical/Physical

Orpannyenus uiau 3a0e/eKKH, MMallll Bpb3ka ¢ 00XBaTa Ha Te3U NPOU3BOACTBEHH AEHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:
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Paspemenne 3a npousBoacTeo/BHoc Ne BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

MNMPHJIOKEHHE Ne 2
ANNEX 2

MPOU3BOJACTBEHU JEMHOCTHU HA JIEKAPCTBEHU MPOAYKTHU NPEJHA3ZHAYEHHU 3A KJIMHUYHO
U3NMUTBAHE/MANUFACTURIG OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

HE CA PA3SPEIIEHH
NOT AUTHORISED
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Paspewmenne 3a npoussoactTso/Buoc Ne BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

NMPHJIOXEHHWUE Ne 3
ANNEX 3

MPOU3BOACTBO IO BB3JIAI'ATEJIEH NOTI'OBOP/CONTRACT MANUFACTURE

HE CE U3BbPLIBA
NOT PERFORMED
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Paspemenne 3a npoussoacrso/suoc Ne BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

NMPHJIONKEHHUE Ne 4
ANNEX 4

KAYECTBEH KOHTPO.JI 11O BB3JIATATEJIEH 1OTI'OBOP/CONTRACT ANALYSIS:

»Codapma” A1, yn. ,,Mnuencko woce” Nel6, rp. Codpusn 1220, Brarapus
Sopharma AD, 16 Iliensko Shosse Str., Sofia 1220, Bulgaria
XumuuHn/@uznyau, Mukpo6HOIOrHYHH H3NHTBAHHA

Chemical/ Physical, Microbiological testing

Hayuno-uscnenoBartenckn cektop - XTMY-Codus, 6ya. ,,Kn. Oxpuackn® 8, rp. Copusn 1756, Brarapus
Nauchno-izsledovatelski sector — HTMU-Sofia, 8 KI. Ohridski Blvd., Sofia 1756, Bulgaria
XuMHYHH/PHIHYHA

Chemical/Physical

JIN , AJTMMEHTH-OMHHWJIAB®, ¢. Hapauoso 4204, 06, Mapuna, buarapus
LI "ALIMENTI-OMNILAB”, Tsaratsovo village 4204, Maritsa distr., Bulgaria
Xumuunn/®@usnynn, MUKpoOGHOJIOTHYHH H3NHTBAHHUA

Chemical/ Physical, Microbiological testing

WJ1 ,,®EBA JIABY, yiu. ,I'eprannua® Ne 7, rp. Codus 1616, Brarapus
IL “"FEBA LAB”, 7 Gerganica Str., Sofia 1616, Bulgaria
Xumuunn/@uznunu, MukpoOHoJOTHYHH H3INTHTBAHHSA

Chemical/ Physical, Microbiological testing
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Paspemenne 3a npoussoacTeo/BHOc Ne BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

e MPUJIOKEHHUE Ne 5
ANNEX 5

KBAJIM®UUHUPAHO JIMUE/QUALIFIED PERSON:

Hwmena na kpannduunpanoro nuue/Names of Qualified Person:

Papnoctuna UBanoBa CredanoBa
Radostina Ivanova Stefanova

Crp. /1



Pazpemenne 3a npoussojactso/sHoc Ne BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

P MNPHIIOXKEHHUE Ne 6
ANNEX 6

PBKOBOJAUTEJ KAYECTBEH KOHTPOJI/ PERSON RESPONSIBLE FOR QUALITY CONTROL

Hmena Ha pbKOBOANTEN KauecTBeH KOHTpoa /Names of person responsible for quality control:

3Besnennna Meroauesa BacuneBa
Zvezdelina Metodieva Vasileva

PBKOBOJAMUTEJ MPOU3BOACTBO/PERSON RESPONSIBLE FOR PRODUCTION

Hmena Ha prioBoauTes npousBoacteo/Names of person responsible for production:

Marnanuna /Iparomuposa /lparanosa
Magdalina Dragomirova Draganova
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Paspemenne 3a npousBoacTBo/BHoc Ne BG/MIA-0353

Manufacturing/Importation Authorisation No BG/MIA-0353

INPHJIOKEHHE Ne 7
ANNEX 7

+ JATA HA UHCIEKIUATA BDHB3 OCHOBA, HA KOSATO E H3JAJEHO PA3PELIUEHHUETO /DATE OF

INSPECTION ON WHICH AUTHORIZATION WAS GRANTED:

JATA U OBXBAT HA NIOCJIEAHATA UHCHEKUUA/DATE AND SCOPE OF LAST INSPECTION

JlaTa HA MHCNEKUHATA
Date of inspection

O0XxBaT HA HHCIIEKUHATA
Scope of inspection

29 - 30.06.2021

ITomemennaTa 3a NPOH3BOACTBO, KOHTPOJ H ChbXPAHEHHEe HA JIEKAPCTBEHH
npoaykTH Ha ,,Kenan” OO
Manufacture, quality control and storage premises of KENDY Lid.
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Pazpemenne 3a npoussoacteo/BHoc Noe BG/MIA-0353
Manufacturing/Importation Authorisation No BG/MIA-0353

MPUJIOKEHHUE Ne 8

ANNEX 8

OPOAYKTH, PAZPELUEHHU 3A IMTPOU3BOJCTBO / BHOC (CBIJIACHO 4JL.156, AJL.4; YJI.160, AJL1, T.4; YJL.165,
AJL1, T.2 OT 3JIIIXM; YJl. 41 U 42 OT JUPEKTHUBA 2001/83/EQ, CbI'JIACHO U3IMEHEHHUATA)/PRODUCTS
AUTHORISED TO BE MANUFACTURED/IMPORTED (IN ACCORDANCE WITH ARTICLE 156 (4); ARTICLE 160 (1)P.4;
ARTICLE 165 (1)P.2; ARTICLE 41 AND 42 OF DIRECTIVE 2001/83/EC, AS AMENDED)
CnHCcBbK HAa JIeKAPCTBEHHTE NPOAYKTH, KOHTO MoraT jJa Obaar npomssexkaanu ot ,KEH/IHU” OO/ B
nomMeueHusTa na aapec: yja.”I'ypmasoseko moce” Ne 8, rp. Bo:xypume 2227, buarapus
List of the medicinal products which KENDY Ltd. is authorised to manufacture in its premises at 8 Gourmazovsko shosse str.,
Bozhurishte 2227, Bulgaria

Ne Hme na CobabpikaHHe HA JlekapeTBena MemayHapoaHo Onakoska Pasmep na
JIeKAPCTBEHHS AKTHBHOTO hopma HENaTeHTHO HAMMEHOBAHHE Package 0ONaKoBKATa
npoayKT BewecTBo B 1030Ba | Pharmaceutical | International non-proprietary Package size
Invented name e, Jform name
Strength
1. PROTECTA* Glucosamine Efferv. tablets N/A HDPE tubes x 20
sulphate-750 mg/
Chondroitin
sulphate-600 mg/
Methylsulfonyl
methane-750 mg/
Vitamin D3-400 IU
2 INSUVIT* Niacinamide-7 mg/ | Capsules, hard N/A HDPE x 100
Vitamin B12-1,2 pg/ container
D-Biotin-15 pg
3. YODOFOL* Folic acid-360 pg/ Tablets N/A Blisters x 30; x 60; x 90
lTodine-135 pg PVC/alu
foil;
Containers
HDPE
4, ORBIMAG 300* Magnesium Oxide Efferv. tablets N/A HDPE tubes x 20
(eqiuv. To
Magnesium 300
mg)
S SOLINTEL* Folic acid-400 pg/ Tablets N/A Blisters X 60
lodine-150 pg PVC/alu foil;
Containers
= - HDPE

*) JlekapeTBeHH NPoaAYKTH, KOHTO He ca paspelleHy 3a ynorpeda no peaa Ha 3JIIIXM u ca npeaHa3HAUEHH CAMO 3a H3HOC
Medicinal products without marketing authorization under Medicinal products for human use act which are for export purpose only
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