PENYBJINKA BbJITAPUSA

REPUBLIC OF BULGARIA

M3nb/iHUTENIHA areHuuna no nekapcrearta @ e 0
Bulgarian Drug Agency

PA3PELUEHME 3A IMTPOU3BOJACTBO/BHOC HA JIEKAPCTBEHU ITPOAYKTH

Manufacturing/Importation Authorization

Homep Ha pa3pelueHneTo

Authorisation number

Mwve Ha npuTeiRaTeIsi HA pa3peweHneTo
Name of authorisation holder

Anpec(n) Ha 00eKTHTE 32 NPOH3BOACTBO
Address(es) of manufacturing site(s)

Ceaanuiue 1 azapec Ha ynpasJ/ieHHE€ Ha npurexxartesisi
Ha pa3pelleHneTo
Legally registered address of authorisation holder

O6XBaT HA pa3pelleHneTo 1 JeKapeTBeHu hopmu
Scope of authorisation and dosage forms

OcHoBaHHS 3a H3laBaHe
Legal basis for authorisation

NUme Ha OTTOBOPHHUS CIIY/KHUTET HaA KOMNETECHTHHHA
oprad H4 AbpraBaTa Y. 1eHKaA, KOSITO n3araBa
pa3peweHneTo

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

Moanuc/Signature.
Jdata/Daie: 20.07.2018 r.

[puaoxenne 1 n/unn Mpunoxenne 2

Annex land or Annex 2

MpuaokeHusi no H360p, CbIIACHO H3NCKBAHUATA:
Optional Annexes as required:

Mpuaoxkenne 3 (Aapecu Ha NMPON3BOACTBO NO Bh3Jlarate/ieH A0TroBOP)
Annex 3 (Addresses of Contract Manujacturing Site(s))

MNpuiiokenne 4 (Aapeci Ha 1a00PATOPHN 334 KAYECTBEH KOHTPO.I 110 BB3ATATEICH L

tnnex 4 (dddresses of Contract Laboratories)
Ipunoxenne 5 (Mve Ha KBaanpuuupaHoTo jnue)
dnnex 3 (Name of Qualified Person)
Mpunoxenne 6 (Mme Ha 0TrOBOPHHUTE J1HUA)

Annex 6 (Name of responsible persons)

BG/MIA-0050

~OAPMA™ AL
PHARMA PLC

ya. wHeoput Puackn” 13, lynuuua 2600, bbarapust
13 Neofit Rilski Str., 2600 Dupnitsa, Bulgaria

ya. ,Heoput Pusckn” 13, lynuuua 2600, bearapus
13 Neofit Rilski Str., 2600 Dupnitsa, Bulgaria

N30poeHn B NpUI0KEHUATA
Listed in the annexes attached

e uj. 155 o1 3aKoHa 32 JleKAPCTBEHUTE NPOAYKTH B XyMaHHaTa
MeAMUKHA/ At 133 of Medicinal Products for Human Use Act

npo¢. Acena CTtoumenosa, 1¢
U3nbaHuTeneH IHPeKTop
Prof. Assena Stoimenova, PhD, MScPharm, MPH
Executive Director

n])IIJIO'}KeHHE s ()13'1'21 HA MCMNEKUMATA Bb30CHOBA, HA KOATO € W34/J1€HO0 pa3peuwleHneTo, 00XBAT HA N0OCJAEAHATA HHCMEKUNS)
lnnex 7 (Daie of inspection on which authorisation granted. scope of last inspection
[puaoxenne 8 (I1poayKTH paspeleri 3a NPoH3BOACTBO/BHOC)

Annex 8 (Manufactured imported products authorised)

Codus 1303, yn. Naman Mpyes 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



Pa;pemeﬂue 3a npon;BouTBO/Buoc Ne BG/MIA-0050

Manufc

v Authorisation No BG/MIA-0050

JPHH HA MMPOMEHUWUTE HA P\SPLUJE HHE No P 1-06-001

ON HISTORY OF AUTHORISATION A

CTpanuuaTa ce NoAMeHs! ¢ BCSIKA HOBA NPOMSIHA.

This page will be amended if the licence is varied.

-0)6-0)()

Howmep Ha npomsinara
Variation number

Jdarta
Date

Onucaniie Ha NPOMsiHATA /CbKpaTeHo/

Variation Details

P-1-06-001

01.08.2007

W31aBane Ha paspewenue BbB opmara na EC
Authorisation according to the EU template

(09]

P-1-06-002

P-1-06-003

21.02.2013

117.04.2013

JoGaBsiHe Ha KBAIMUUUPAHO JHLIE
Qualified person supplement
Briwusane Ha aaGopatopun  3a
Bb3.1alaTe1eH 101 0BOp

Including of contract quality control testing laboratories

Ka4€eCTBEH KOHTpPOJ 1No |

AIMHHHCTPATHBHA NPOMsHA BbB (OpPMATAa HA pa3pelieHHeTo
Administrative change in authorisation format

P-1-06-004

06.11.2014

[Ipomsina Ha pLKOBOANTE KAYECTBEH KOHTPOJI
Quality control person variation

[Ipomsina Ha pbkoBoanTen [pousBoacTBo
Person responsible for Production Operations variation 3
Briwueane Ha KauecTBeH KOHTPO - MHKPOOMOJIOTHYHM
H3NNTBAHHSI HA HECTEPUJIHH JIEKAPCTBEHH NPOAYKTH/ [ncluding
of quality control testing — microbiological: non-sterility medicinal
products.

P-1-06-005

20.08.2015

HobGapsine Ha HOBa AeiiHOCT MPOU3BOACTBO HAa HECTEPHJIHH
JIEKAPCTBEHH NMPOAYKTH — TBBPAN Kancy.am

Including of new manutacturing operation of non-sterile medicinal
products - hard shell capsules

[Ipomsina na prroBoanTen [pousBoacrso

Person responsible for Production Operations variation
OcBoboxkaaBaHe 0T LIb/KHOCT HA KBAJU(BHUNPAHO JIHLe
Qualified person disengagement

I P-1-06-006

08.11.2017

JlobaBsaHe Ha l\BdﬂH(I)IIUdeHU auue
Qualified person supplement

BG/MIA-0033

30.05.2018

JlobaBsie Ha NPOM3BOACTBEHA 1€fHOCT:
HECTEPUIHH NPOAYKTH

Including of manufacturing activities:
sterile products

cepruuuHpaHe Ha

batch certification of non-

BG/MIA-0050

20.07.2018

Ornagane Ha MsicTO 32 KauecTBeH KOHTpos: “Menuka”All, rp.
Canaanckn 2800
Contract quality control site decline: Medica JSC, 2800 Sandanski

* B HACTOALWLOTO paspetieHue ta OTpaseHi BCHUKH H3BBLPLICHH NPOMEHH B paspeieHune 3a npou3BoacTso/BHOC No P-1-06-001 kbm 20.07.2018r.
* The present authorisation issued on 20.07.2018 covers all accomplished variations in Manufacturing/Importation Authorisation No P-1-06-001

cTp: 2



Pd;peunenue 3a npuuan werso/sroc Ne BG/MIA-0050

Manufacturing Importation Authorisation No BG/MIA- 0050
[MPUJIOKEHHUE Ne 1
ANNEX ]
OBXBAT HA PA3PEIMEHUETO/SCOPE OF AL THORISATION
HMyie u agpec na odexta/Name and LIC/L//'U.\.TU/?T/;LTHOT ] ree. ;
~DOAPMA” AJl
PHARMA PLC
ya. ,Heoput Puacku” Ne 13, lynuunua 2600, bbarapus ‘
13 Neofit Rilski Str., 2600 Dupnitsa, Bulgaria |
R . |
—

<] JlekapeTBeHu MPOAYKTH 3a XYMaHHA ynotpeda/Human medicinal products

[]  JlekapcTBenn npoayKTH 3a BeTepHHApHA VIO pedal/l crerinary medicinal products

|
\ ] BHOC HA JIeKAPCTBEHH MPOAYKTH (CbIIACHO HacT 2)/Importation of medicinal pr oducts (according (o par

|

!

| PA3PELUEHU AEMHOCTW/AUTHORISED OPERATION
| X NpoussoacTeeHn AefiHOCTH (CHIIACHO HACT 1)/Manufacturing operations (according to part 1)

|

Yact 1/Part | —TIPOU3BOJACTBEHHU NENHOCTH/ MANUFACTURING OPERA TIONS

| f .
‘ i 121 Hecrepunnu nponykt/Non-sterile products

( 1.2 i Hecrepunnu npoaykru/Non-sterile products - - ]

12.1.1 Tebpau kancyan ' Capsules. hard shell
1.2.1.13 Tabdaerku/Tableis

' 1.2.2 Cepruduumpane Ha naptuau/Baich certification T

1.5. | OnaxoBaue/Packaging

1.5.1. [TbpBUUHO ONAKOBaHE Primary packing
l 5.1.1 Tewpau kancyaun ' Capsules. hard shell
5.1.13 Tadaern Tablets

1.52 Bmpnlmo onakoBaHe \eumc/ul\ /)mk/ﬂg

' 1.6. | KauectBen KouTpoa/Quality control testing

|
| | 1.6.2 MHKpO6HOﬂOl‘W1HH nectepunun/ Microbiological: non-sterility
] 1.6.3 Xumuunn /pusnann/ Chemical/Physical

cTp. 3/4



Paspeme}me 32 npon;sanBO/BHOC Ne BG/MIA-0050

Manufacturing | srisation No BG/MIA-0050

MPUJIOKEHHE Ne 2
ANNEX 2

POM3BOIACTBEHHA AEAHOCTHU HA JTEKAPCTBEHHU MPOAYKTH NMPEAHA3ZHAYEHU 3A KIAUMHUYHO
u)HHTBAHE MANUFACTURING OPERATIONS OF INVESTIG ATIONAL MEDICINAL PRODUCTS

HE CA PASPEHIEHHA
NOT AUTHORISED

cTp. 4/4



Paspewenne 3a npoussoicrso/sHoc Ne BG/MIA-0050
Manufacturing Importation Authorisation No BG/MIA-0050

(POHM3BOACTBO MO BL3JATATEJIEH AOTOBOP/CONTRACT MANUFACTURE

MPUJTOKEHUE Ne 3
ANNEX 3

Hyvie u aapec na odexra/Name and address of the siie

HE CE U3BbPLIBA
NOT PERFORMED

cTp. /1



Paspewenne 3a npoussoicTso/BHoc Ne BG/MIA-0050
Manutacturing Importation Authorisation No BG/MIA-0050

[NPUJIOKEHHE Ne 4
ANNEX 4

«4ECTBEH KOHTPOJ MO Bb3JATATEJIEH 10T OBOP/CONTRACT ANALYSIS:

Hyie u aapec Ha odexta/ Name and address of the sile¢

HE CE U3BbPLLIBA
OT PERFORMED

crp. 1/1



Paspewenne 3a npoussoicTso/sHoc Ne BG/MIA-0050
Manufacturing Imporic {uthorisation No BG MIA-0050

NPUJIOKEHHE Ne 5

ANNEX 5

FTHDHUUNMPAHO JIMUE/QUALIFIED PERSON:

Hyiena Ha kBanuduuupanoro auue/Names of Qualified Person:

Maprapurta Croiiuesa Panoiiuesa
Vargarita Stoveheva Radoyvcheva

Caewxen Acenos Mocudgos
Svezhen Asenov Yosifov

cTp. 1/1



Paspewenne 3a npoussoacrso/BHoc Ne BG/MIA-0050
Manufacturing Importation Authorisation No BG/MIA-0050

IMMPUJIOKEHHUE Ne 6

s0 JBOIWUTEJ KAYECTBEH KOHTPOJ/ PERSON RESPONSIBLE FOR QUALITY CONTROL

ANNEX 6

HyieHa HAa PbKOBOAMTE/ KadecTBeH KOHTpoa /Names of person responsible for quality control.:

MaprapuTa CroiiueBa Panoiiuesa
Margarita Stoycheva Radoycheva

PLKOBOAUTEJ NPOU3ZBOACTBO/PERSON RESPONSIBLE FOR PRODUCTION

MMena Ha pbKOBOAKHTE NPon3BoacTBO/ Names of person responsible for production:

Becenka Jlwodenosa JlamsiHknHa
Veselka Lyubenova Damyvankina

CTp: l/l



Paspemenue 3a npon3soactso/BHoc Ne BG/MIA-0050
Manufacturing Importation Authorisation No BG/MIA-0050

MPUJIOKEHHUE Ne 7
ANNEX 7

4+ HHCIMNEKLUMUATA Bb3 OCHOBA, HA KOSATO E WU3JAAAEHO PA3PEWUEHWETO /DATE OF
v ON WHICH AUTHORIZATION WAS GRANTED:

<74 U OBXBAT HA NOCJUEJAHATA UHCNIEKUWS/DATE AND SCOPE OF LAST INSPECTION

laTa HA HHCMIEKUHNSATA - O0XBAT HA MHCMEKUHATA
Date of inspection Scope of inspection

20-21.10.2016 [TomeuueHust 32 NPOM3BOACTBO, KOHTPOJI H CbXpPaHeHHEe Ha JIEKAPCTBEHH NPOAYKTH HA

®apma AL
Manufacture, quality control and storage premises of Pharma PLC

grp. 171



Paspemenne 3a NpoH3BOICTBO/BHOC Ne BG/MIA-0050
Manufacturing Importation Authorisation No BG/MIA-0050
MPUJIOKEHHUE Ne 8
ANNEX 8

“+3PELUEHU 3A MPOU3BOACTBO ' BHOC (CbIJTACHO UYJL156, AJlL4; YyJ1.160, AJL.1, T.4; YJL165.
ST 3IMXM: YJ. 41 U 42 OT AUMPEKTHBA 2001/83/EO, CbIJACHO UBMEHEHUSATA)/PRODUCTS
™) BE MANUFACTURED/IMPORTED (IN ACCORDANCE WITH ARTICLE 156 (4): ARTICLE 160 (1)P+4

2- ARTICLE 41 AND 42 OF DIRECTIVE 2001/83/EC, AS AMENDED)

#4 J€RapCTBEHHUTE NPOAYKTH, KOMTO MoraTt 1a 0baatT MPOH3BEKRIAHH OT .,(D‘AI)M“]

@t Puackn” 13, Aynunua 2600, bvarapus

cinal products which PHARMA PLC is authorised 1o

” A/l B noMelleHHUsiTa Ha aapec:

manufacture in its premises at 13 Neofit Rilski Str.. 2600

4 1eRApPCTBEHUsA ChabpKanue Ha JlexkaperBena gpopvia MeRAYHAPOAHO OnakoBKa » Pasmep na
NPOAYKT AKTHBHOTO/TE Pharmaceutical form | HEMATeHTHO Package 0NaKOBKATA
ented name Bel1ecTBO/a B 1030BA HAHMEHOBAHHE | Package size
eaArHHua //1/8/‘)1(7//0}70/ non- |
Strength proprielary name i
2 500 mg tablet Metamizole sodium Blister | 20 tablets
PVC/AL |
broxol* 30 mg tablet Ambroxol Blister | 20, 50. 100 4{
hydrochloride PVC/AL | tablets J
roxol* 75 mg capsule, hard Ambroxol Blister " 10.20. 50 ‘
hydrochloride PVC/AL capsules
100 mg [ tablet | Nimesulide Blister 10. 20. smabicﬂ
- SR o e | PVC/AL 77,‘
razol ‘ 20 mg capsule. hard ‘ Omeprazole Wi'al 14. 28 capsules
| | | PP B
nhexin* | 4 mg tablet Bromhexine ‘ Blister 20 tablets \
B ‘ hvdrochloride | PVC/AL ‘
7 -omhexin* ‘ 8 mg tablet Bromhexine ‘ Blister 20 tablets ‘
,,,,, TSRS S B S— | hydrochloride ,}J?\LSJ\L , 44
arizin Pharma : 25 mg | tablet | Cinnarizine Blister 30. 100. 2000
BN i ST evear wbes |
VTSN | 25 mg tablet } Cinnarizine Blister 50 tablets
| PVC/AL ?
5 mg tablet Enalapril Jar 20,50, 60 tablets
\ Blister ‘
r | PVC/AL |
10 mg tablet® Enalapril Jar | 20. 50. 60 tablets
Blister
PVC/AL
2 20 mg | tablet | Enalapril [ Jar 20. 50. 60 tablets ’
Blister ‘
| ) PVC/AL B
13. | Kalii lodidum | 65 mg tablet \ Potassim lodide Blister 10 tablets ‘
| Ramcopharm | I PVC/AL | ‘
14. | Paracetamol Pharma 1500 mg tablet Wm'uccuunul Blister 10. 20 tablets
B A T o
| 15, | Paracetamol L 500 mg j tablet ‘ Paracctamol ‘ Blister 20) tablets ‘
| Inbiotex ‘ | | | PVC/AL ‘
16. ] Piracetam+Cinnarizine* | 400 mg/25 mg { capsule. hard | Piracetam/Cinnarizine Blister 60 capsules —1‘
’ | PVC/AL |
‘r 17. | Ibuprofen Pharma 400 mg film-coated tablets Ibuprofen Blister 20 tablets “
& | PVC/AL 1
WS | Ibuprofen Pharma 600 mg film-coated tablets Ibuprotfen Blister 20 tablets
L PVC/AL ‘ B
’r 19. \ Troxerutin* 300 mg capsule. hard Troxerutin Blister | 50 capsules
| PVC/AL |

[pou3BoaACTBOTO HA U3DPOEHHTE MO-rope JeKapCTBEHH NPOAYKT

The manufacture of the medicinal products listed above includes all operations specified in Annex 1.

ﬂeKapCTBeHMTC NpoAYKTH, HHETO Npou3BOACTBO BKJIKOYBA cCaMO0 HAKOU OT A€M

3a ToBa:

W BK104BA BCHUKH AefiHocTH, ocodenn B [puioxenne Ne 1.

HocTuTe, mocouenu B [puaoxenue Ne 1, ca o3HaveHu

Medicinal products the manufacture of which does not include all operations specified in Annex I are marked to indicate this:

() JlekapcTBeHH MPOAYKTH, KOMTO He €a pa3pewieHH 3a yrnorpeda no peaa na 3JIIIXM/ca

3JIMXM ¢ pa3sauyHo THProBCKO HAMMEHOBAHME U €A NPEIHAZHAYEHH CAMO 34 H3HOC
Medicinal products without marketing authorization under Medicinal products Jor human use act are
wnder Medicinal products for human use act with different trade name which are for export purpose only

paspelieHu 3a ynorpeda no peana Ha

permitted for human use act

ctp. /1






