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Pazpemenne 3a npoussoacrso/suoc Ne BG/MIA-0455
Manufacturing/Importation Authorisation No BG/MIA-0455

TOPUA HA TPOMEHHWUTE HA PASPELTEHHME Ne P-1-28-001
ARIATION HISTORY OF AUTHORISATION Ne P-1-28-001

CrpaHnuara ce noaMensi ¢ BCSIKa HOBA NpoMsiHa.
This page will be amended if the licence is varied.

Ne | Homep Ha npomsinata Hara Onucanne HA NPOMSIHATA /CbKPATEHO/
Variation number Date Variation Details

1. | P-1-28-001 31.05.2011 Hszpapane na paspewenne sui hopmara na EC
Authorisation according to the EU template

2. | P-1-28-002 01.02.2012 [TpomMsina HA PLKOBOANTE KAYeCTBEH KOHTPOJ
Quality control person variation

3. | P-1-28-003 04.04.2013 AJIMHHUCTPATHBHA [POMSIHA BbLE (OpMATa Ha paspelieHHeTo
Administrative change in authorisation format

4, | P-1-28-004 26.02.2015 Brnawusane Ha 1HO0BAa  NPOM3BOACTBEHA  NeiiHOCT-NMb/EH

NPOH3BOACTBEH [MPOUEC HA TBBPIAH [A03HPAHH JIEKAPCTBEHN
tdopmu (tadnerkn) / [neluding of new manufacturing operation —
complete production process of solid dosage forms (tablets)

5. | P-1-28-005 03.07.2017 [Tpomsina Ha KBAAHGUUHPAHO JHLIE

Variation of qualified person

JlonbiIBaHe HA CONCHKA ¢ JIEKAPCTBEHH NPOAYKTH
Medicinal products list update

6. | P-1-28-006 10.10.2017 [Tpomsina Ha KBATH(HULUHPAHO JULEe

Variation of qualified person

7. | BG/MIA-0002 05.01.2018 Br/rouBaHe Ha KaYeCTBEH KOHTPOJ MO Bb3JIATaTeNleH J0r0BOD )
Including of contract quality control

8. | BG/MIA-0171 23.06.2020 ITpomsina Ha PLKOBOANTE/I KAYECTBEH KOHTPOJ
Quality control person variation

9. | BG/MIA-0305 07.04.2022 [Ipomana B npaBunara ¢opma Ha OPHAHYECKOTO JIMIe
Amendment of the legal form of the legal entity

10. | BG/MIA-0414 22.01.2024 [TpoMsana Ha pbKOBOAHTEI KA4eCTBEH KOHTPO
Quality control person variation

1. | BG/MIA-0455 07.08.2024 [Tpomsina Ha pbKOBOAHTE KAaYeCTBEeH KOHTPO
Quality control person variation

* B HacTOMOTO pa3peliente ca 0TPa3eHil BEHUKH H3BLRLICHH MPOMEIHN B paspeLlenie 3a nponseoacteo/sroc Ne P-1-28-001 kum 07.08.2024 r.
* The present authorisation issued on 07.08.2024 covers all accomplished variations in Manufacturing/Tmportation Authorisation No P-1-28-001
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Paszpeimenne 3a nponssozerso/Baoc Ne BG/MIA-0455
Manufacturing/lmportation Authorisation No BG/MIA-0455

MMPUHJIOKEHHE Ne 1
ANNEX 1

OBEXBAT HA PASPEUIEHUETO/SCOPE OF AUTHORISATION

Wme n anpee va obexra/Name and address of the site:

»wPAMKO®APM” EOOJ
RAMCOPHARM LTD.

yJa1. *Koera Jlynues” Ne 58, rp. Codus 1574, buarapus
38, Kosta Lulchey str., 1574 Sofia, Bulgaria

Bd Jlekapersenu npoaykTH 3a xymauna ynorpeda/Human medicinal products

[] JlexapcTeenn npoayKkTH 3a BeTepuHapha ynotpeda/Veterinary medicinal products

PA3PELUEHU AEUHOCTW/AUTHORISED OPERATION
IpousBoacTBenn aeiinoctu (cbraacuo yact 1)/ Manufacturing operations (according to part 1)

[J  Buoc na nekaperBenn npoayKTH (chraacHo wact 2)/Importation of medicinal products (according to part 2)

Yacr 1/Part | —-TIPOU3BOJACTBEHW AEWHOCTW/ MANUFACTURING OPERATIONS

1.2 Hecrepunnu npoaykru/Non-sterile products

1.2.1 Hectepunuu nponykrw/Non-sterile products
1.2.1.13 Tabnetxu/Tablets

1.2.2 Cepruduumpane na naptuaw/ Batch certification

1.5. | Onakosaue/Packaging

I.5.1. ITepBHuHO onakosane/ Primary packing
1.5.1.13 Tabdnerkwn/Tablets

1.5.2 Bropuuno onakosane/Secondary packing

1.6. | KauecrBen wourpoi/Quality control testing

1.6.3 Xumuunu /pusnaun/Chemical/Physical
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Paspemenne 3a nponssoacrso/snoc Ne BG/MIA-0455
Manufacturing/Importation Authorisation No BG/MIA-0455
[PUJIOKEHHE Ne 2
ANNEX 2

NPOU3BOACTBEHMU AEMHOCTH HA JIEKAPCTBEHU MPOAYKTH NMPEAHA3ZHAYEHMH 3A KJIMHUYHO
V3IIUTBAHE/MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

HE CA PA3PEUHIEHH
NOT AUTHORISED
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Paspewenne 3a npoussoacreo/sroc Ne BG/MIA-0455
Manufacturing/lmportation Authorisation No BG/MIA-0455
IPUJICKEHHUE Ne 3
ANNEX 3

POM3BOJICTBO MO Bb3JIATATEJEH JOTOBOP/CONTRACT MAN UFACTURE

Mme u anpec na obexra/Name and address of the site:

s®apma” Al /Pharma PLC

yit. yHeoput Pusnckn” Ne 13, lynunua 2600, Boarapus

13 Necofit Rilski Str., Dupnitsa 2600, Bulgaria

Ipouseoocmeo na neemepunnu AeKapemeenu npodyknu: mabnemu (nacunno)/Manufacture of non-sterile
medicinal products: tablets (bulk)

Crp. 1/1



Paspemenne 3a npoussoacrso/snoc Ne BG/MIA-0455
Manufacturing/Importation Authorisation No BG/MIA-0455

AYECTBEH KOHTPOJI MO Bb3JIATATEJIEH 1OTOBOP/CONTRACT ANALYSIS:

MNPUJIOXEHUE Ne 4
ANNEX 4

HMme 1 anpec wa obexra/Name and address of the site:

Codapma AJl, “Manencko mwoce” Ne 16, Codpust 1220, Buarapus/Sopharma JSCo, 16 lliensko Shosse Str., 1220
Sofia, Bulgaria

MukpoGuonornynn usnursanns (Heerepuann)/Microbiological testing (non-sterility)
Xumuann v pusnann nsnursanus /Chemical/Physical testing

“Ikn U @apmaciorursic” OO/, Mpomumiena 3ona, M. “HYexannua HOr”, Boresrpan 2140, Buarapus/
| GE Pharmaceuticals LTD, Industrial Zone, “Chekanitza-South” area, 2140 Botevgrad, Bulgaria"

BX0asiu KOHTPOA HA H3XOZHI CYPOBHHU, INLPBUYIN ONAKOBLYHI MATEPHATN H KAYECTBEH KOHTPO/I HA TOTOB
medicinal product

MuKpoGHonoruHK usnuTBanns: (necrepuann)/Microbiological: (non-sterility)
Xumuanu u dusudnn usnursauus /Chemical/Physical testing

JIeKapCTBeH nporykt/Quality control of starting materials, primary packaging materials and quality control of finished

Haunonasien uenTsp no 3apasin n nopasutun Goaecrn, 6ya. ,Snko Cakns3os” Ne 26, Copun 1504, Buarapus
National centre of infectious and parasitic diseases, 26 Yanko Sakazov Blvd., 1504 Softa, Bulgaria

MukpoGuonornann usnursanus (Hecrepuwinn)/Microbiclogical lesting (non-sterility)

Menurpaiin Uarepuewrsnbic EOO/, ki, Uzrok, yu. ,,Yapas Japsun® Ne 3, rp. Codpusa 1113, Brarapus/
Mediirial Internationals Ltd., Iztok Distr., 3 Charles Darwin Str., Sofia 1113, Bulgaria
| Xuvnunw/ pusnann wsnursanus /Chemical/Physical testing

[
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Pa3spemenne 3a nponssoacrso/Buoc Ne BG/MIA-0455
Manufacturing/Importation Authorisation No BG/MIA-0455

NPAJOKEHHUE Ne 5

ANNEX 5

BAJIMOUILIHPAHO JULE/QUALIFIED PERSON:

Wnmena na kpaanduunpanoro auue/Names of Qualified Person:

Tuxomnp l'eoprues Usanos
Tihomir Georgiev Ivanov |
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Pazpemenne 3a npoussoacrso/snoc Ne BG/MIA-0455
Manufacturing/Importation Authorisation No BG/MIA-0455
IMPHJIOKEHHUE Ne 6
ANNEX 6

PBKOBOAMTEJI KAYECTBEH KOHTPOJI/ PERSON RESPONSIBLE FOR QUALITY CONTROL

HMmena na ppKoBOAMTE KauecTBeH KOHTPO /Names of person responsible for quality control:

Mnaena Acenosa Jamsinknua
Milena Asenova Damyankina

PHKOBOAMUTEJ IMTPOU3BOJACTBO/PERSON RESPONSIBLE FOR PRODUCTION

Wmena na pbioBoanTen npoussoactso/Names of person responsible for production:

Tuxomup I'eoprues Usanos
Tihomir Georgiev Ivanov

Crp. 117




Paspewenne 3a npoussoncTro/Broc Ne BG/MIA-0455
Manufacturing/Importation Authorisation No BG/MIA-0453
IMPUJIOJKEHUE No 7
ANNEX 7

ATA HA UHCIMEKLHUSITA Bb3 OCHOBA. HA KOSITO E U3AAJAEHO PASPEIUEHHETO /DATE OF
INSPECTION ON WHICH AUTHORIZATION WAS GRANTED:

AATA U OBXBAT HA TMOCJIEJHATA WHCNEKIMA/DATE AND SCOPE OF LAST INSPECTION

J Jdara na uHcnekuusiTa - O6xBaT na HHCIEKUUATA
Date of inspection Scope of inspection
29.11.2022 lMomewennsTa 3a IPON3BOACTBO, KONTPO 1 cbxpanenne na ,PAMKO®APM” EQO,

Manufacture, quality control and storage premises of RAMCOPHARM LTD.

Crp: /1"



Paspewenne 3a npoussogcrno/sroc Ne BG/MIA-0455
Manufacturing/Importation Authorisation No BG/MIA-0455

ITPUJIOKEHUE N
ANNE.

YKTH, PASPEILUEHH 3A NNPOU3BOACTBO / BHOC (CBIVIACHO YJI.156, AJL4; HIL160, AJLI, T.4; YJI.1
1, T.2 OT 3JINIXM; WL 41 U 42 OT JUPEKTHUBA 2001/83/EO, CBI'JIACHO U3MEHEHHUSITA)Y PRODUC
UTHORISED TO BE MANUFACTURED/IMPORTED (IN ACCORDANCE WITH ARTICLE 156 (4); ARTICLE 160 (1)P
ARTICLE 165 (1)P.2: ARTICLE 4] AND 42 OF DIRECTIVE 2001/83/EC. AS AMENDED)

Cinesk Ha aexapersennre OPOAYKTH, KOMTO mMorar aa Omaar fpoussexaann or ,Pamkopapm™ LEOOJ|
HOMEIIEnuATa na aapec: yu. "Kocra Jlynues” Ne 58, rp. Codun 1574, bbarapus

List of the medicinal products which Ramcopharm Lid. is

authorize
Sofia, Bulgaria

d to manufacture on its premises at 38, Kosta Lulchev str.. |5

Hme na necapersenns Coabpmanme ngy chwapnncuanpm_ I Mexnynapomno Onakoska I_'z{‘i;é[mzi
npoaykr AKTHBHOTO BeweeTno B Pharmaceutical form HENATENTHO HANMEHOBAN e Package l OHAROBIAT
Invented name 103084 eAuHHUA International non-proprietary Package siz
Strength name ‘
Kalii Todidum tablets Potassium iodide | Blister 10 tablets
Ramcopharm PVC/AL
500 mg/200 mg tablets | Pa

- Paracetamol / Tbuprofen | Blister 110, 12, 20, 2
\%l\ | PVC/AI !ab]c[s_
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