NIPC/Mat. Cons. Reg. Com. Coimbra PT 505 282 801

Sociedade Andnima

Capital Sociai: 4.550.000 euros

Cepruuxar kauecrsa

A

=~ bluepharma

CERTIFICATE OF ANALYSIS
Tpomyxkr: Asurpomunun Ipungexc, Tabnericn, | Necepws: | L2013873
NOKPLITHIE IUIEHOMHON 06oaouKoii, mo | Batch No, 12013873
500 mr
Product: Azithromycin Grindeks 500 mg film- Vnaxomka: | Ne3
coated tablets (xon-Bo TabnerTok B
PerncTpaumonHoOe ynocToseperre | Ne UA/13480/01/01 Bamcrepe: 3 ;
Marketing Authorization kon-Bo BmcTepos
B 1auke: 1)
Cpok peiictens PV Beccpouno Packaging: | No. 3
Exp.date of Marketing Unlimited (number of tablets in
Authorization blister: 3 ;
mumber of blisters in
packaging: 1)
Kon-o
YIIAKOBOK 14.000 yn
Number of
packaging | 14.000 box
Koz cneunduxauum: NormDoc-DP000289/6; Hara npowuss.: 21 asrycra 2020
Annex-ND000392/2 Manuf. date: 21 August 2020
Specification code: MKK x PY Ne UA/13480/01/01
PQ&C-SPEC-2013-0095
JafBNeRHOe COAEPIKAHHE: Asurpomuiws 500 Mr lomen go: | 31 asrycra 2023
Label claim: Azithromycin 500 mg Exp. date: | 31 August 2023

IpoussoauTens, anpece, cTpasa

Manufacturer, address, country

Biydapma-Hunyctpus dapmauestuka, C.A., C. Maptuubio 1y Buwiny,

KomuGpa, 3045-016, FlopTyranus

Bluepharma-Industria Farmaceutica, S.A, 8. Martinho do Bispo, Coimbra,

3045-016, Portugal

Ceprudurar cootretcTeus GMP, | FO01/S1/MI/002/2018
JULICH3HA : F001/002/2018
GMP certificate, Manufacturer’s F001/S1/MH/002/2018
authorisation: F001/002/2018
Hoxasatenu kagecrsa/ Tests Tpebopanna MKK/ Requirements MeToasl Pesynwtath)/ Results
KOHTPONA
KayecTsa/
Methods of
quality control
1. Onncanpe Benme. npononrosarsie, MKK, n.1, Benele, NpoaoaroeaTse,
JBOAKOBHLIMYKIEIE TAGNETKH C PHCKOI HA | BH3YaNbHO ABOAKOBBUYKIThIE
ORHOH CTOPOHE, NOKPHITHIE NNESHOYHOH TabneTkH ¢ puckoil Ha
obonouko# onHo# CTOpOHE,
TIOKPLITEIE  IIEHOUYHON
obonoukoii
1. Appearance White, oblong, biconvex, film-coated Visual method White, oblong,
tablets, scored on one side biconvex, film-coated
tablets, scored on one
side
2. Baenmnduxanus Bpems yiepKHBaHMS OCHOBHOTO Miia MEKK. n.2,
AIUTPOMANNHA E3WTPOMMLIZHA HA XPOMATOIDaMME MKK, n.2.1,
2.1. Bpems yaepxusaunsa (BY) HCIBITYEMOFD PAcTBOPA KOJDKHO meTon BOXX CootBeTcTBYET
COOTBETCTBOBATL BPEMEHH YIEDHHBAHNSA (BY), Esp.
OCHOBHOTO ITHKa a3UTPOMUIIHEA Ha Dapm.*, 2.2.29
XPOMaToTpaMMe CTaHIapTHOIO pacTBopa

Bluepharma
Sao Martinho de Bispo
3045-016 Coimbra, Portugal

Tel. (+351) 239 800 300 | Fax (+351) 239 800 33
bluepharma@bluepharma.pt
www. bluepharmagroup.com
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NIPC/Mat. Cons. Reg. Com. Coimbra PT 505 282 801

Sociedade Andnima

Capital Social: 4.550.000 euros

Ceprudukar xauecrsa

=~ bluepharma

CERTIFICATE OF ANALYSIS
Hoxazatenu xauecrna/ Tests Tpebopanna MKK/ Requirements Metoam Koutpoas PesyavraTri/
KayecTea/ Results
Methods of quality
] control
2.2, Y®-cnexrp ™ Y®-cnekTp ocHoBHOTO nuka Ha MKK, n.2, MKK, CootseTcTBYET
XPOMATOrpaMMe HCIILIYYEMOFO PacTBOpa, | 1M.2.2, MeTox
NOAYUCHHEI! NP KOAUYECTRENHOM B3IXX (M),
OUpeneIeHHH a3UTPOMHIKHA, JI0/KEH Esp. dapm., 2.2.29
CoBnagars ¢ YP-cnexTpom nuka
A3UTPOMHULIMHA HA XPOMATOIpAMME
CTEHAIPTHOIO pacTBopa
2. Identification of arithromycin
2.1. Arithromycin HPLC-RT Test RT must comply with standard RT In-house method, Complies
g acc.to Ph, Eur.*,
2229
2.2, Arithromycin HPLC-PDA™ | UV test spectrum similar to Standard In-house method, Complies
spectrum ace.to Ph. Eur.,
2.2.29
3. Unenrnduxanus Kpacutens Floasnserca xenToe wmi xegro- MKK, n.3, Coomercmyer
THTAHA AHokcuaa™™ OPaHXEBOE OKpalIMBaHHE Ka4ecTBeHHas
peakuus, Esp.
Papm.,
monorpadus 0150
{(meroa B)
3. Titanium Dioxide Must comply In-house method, Complies
identification™" based on
identification
method B of Ph.
Eur. monograph
0150
4. Cpeanns maccaTabaerox Or 888.3 mr o 981,8 mr MKK, .4, Enp. 936.9mg
dapm., 2.9.5
4. Average mass ** 888,3-981,8mg In-house method 936.9 mg
5. Onunpofmacrb Aosuposannsix | Kpurepuil npuemnemocry He Gonee 15,0 | MKK, .5, CootBercTRYET

enuuuy”

PACHSTHO-BECOBOH
meron, Esp. Papm.,
2.9.40

5. Uniformity of dosage units ** Complies with requirements — report AV | Ph. Eur., 2.9.40 Complies AV=1,0
6. Pacnanaemocrn He Goaee 15 mun MKK, n.6, Esp. 5 MHH
Dapm., 2.9.1
6. Disintegration NMT 15 min Ph, Eur,, 2.9,1 5 min
7. Pacteopenue He menee 90 % (Q=85 %) 3a 30 mun MKK, n.7, Eep. 99 %
Papum., 2,9.3, meton CooTrercrByer
B3XX, S1
Erp. Papwm., 2.2.29.
Ph. Eur,, 2.93 99 94
7. Dissolution (30 min) NLT 90 % (Q= 85 %) Complies at S1
Bluepharma Tel. (+351) 239 800300 | Fax (+351) 239 800 313
S0 Martinho do Bispo bluepharma@bluepharma.pt

3045-016 Coimbra, Portugal

www. bluepharmagroup.com
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Cepruduxar kauectsa
CERTIFICATE OF ANALYSIS
IMoxazarenn kauectsa/ Tests TpeGosanun MKK/ Requirements Meroan KouTpOIR PesynnraTey/
KayecTea/ Results
Methods of quality
control
8. Boaa MKK, 0.8, meron 37%
NP ebINYCKe: 35%-60% K. ®umepa, Esp.
€ meyeHue cpoka 200HoCHI! 35%-70% ®apm., 2.5.12 3.7%
8. Water Ph. Eur.,2.5.12 :
at release; 35%-60%
in shelf-life: 35%-70%
9. Opumecu ™": MKK, n.9, meroxn

BOXX Esp. ®apum.,
2.229

~ npumeck E He Gonee 0,5% He obuopysiero
~ npumecs | He 6onee 0,5% He obHopyxeHo
« npamecs J + npumecs D He 6onee 0,5% Menee 0.1 %
- mpamecs L He 6ozee 0,5% He obHopyaxeno
- 1668 HeH3BECTHAN NIPUMeECH He Gonee 0.2 % Menee 0.1 %
= CYMMa Hen3BecTHRII npumeceit | He Gonee 1,0 % Menee 0.1 %
~CyMMa Beex mpumeced He Goee 3.0 % Meree 0.1 %
9. Related substances ****: In-house method,
acc.to Ph. Eur,,
2229
- impurity E NMT 0.5 % ND
- impurity 1 NMT 0.5 % ND
- impurity J + impurity D NMT 0.5 % <0.1%
- impurity L NMT 0.5 % ND
- single unknown impurities NMT 0.2 % <01 %
- total unknown impurities NMT L0 % <0.1%
- total impurities NMT3.0% <0.1%
10. MuxpoGuosornueuxas O6inee 4ncno aspobHbx MKK, .10, Esp.
wncrora®™ MMKPOOPTaHH3MOB He Goxee 103 KOE/M, | dapm., 5.1.4, 2.6.12

&

10. Microbiology “***

total viable aerobic count

ofIee YHCNO APOIOCKERLIX M NASCHERBIX
rpubos ue Gosee 102 KOE/T,

Escherichia Coli nomxuu1 orcytersopars
Blr

u26.13

Ph. Eur., 2.6.12,
2.6.13

He onpenemsmor

NA

(TAMC) NMT 10* CFU/g
total yeasts and moulds count
(TYMC) NMT 10> CFU/g
E.Coli Absent/g
Bluepharma Tel. (+351) 239 800 300 | Fax {+351) 239 800 333

S&o Martinho do Bispo
3045-016 Colmbra, Portugal

bluepharma@bluepharma.pt
www.bluepharmagroup.com
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Sociedade Andnima

Capital Social; 4.550.000 euros
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Ceprudukar kauectra

CERTIFICATE OF ANALYSIS

Hoxasarenn kauecrsa/ Tests Tpebobanua MKK/ Requirements Meroant PesyapraTil/ Results
KOHTPOAS
Kavdecrea/
Methods of
quality contro}
11. Kosuvecreennoe 95,0 - 105,0 % ot 3asrIeHHOrO MKK, n.11, 98.9%
COEpHANHE ASHTPOMHIHHA KONMuecTBa meroa BOXX
Esp. ®apm..
2229

11, Azithromycin Assay 950-1050% In-house method, | 98.9%
acc.to Ph. Eur,,
2229

“Esponeiickas Gapmaxonen, AeficTBylomiee w3naHue/European Pharmacopoeia, current version

“TIpoepsroT Tonsxe MPH Bbinycke/Check at relcase only

*TIpu Bbinycke NPOBEPAIOT KAKIYIO ACCATYIO CEPHIO, HO HE pesxe ueM pas B ro/Check every §0% batch at release, but not less than one per year
““Mpenen obuapywenns: 0,1 %/Limit of detection: 0.1 %

" [IpH BEINYCKE NPOBEPAIOT KANIYIO ACCATYIO CEPHIO, HO HE PECE UeM Pa3 B TOR. B TeueHHe CpoKa NOJHOCTH NPOBEPSIOT COTIACH) any
CTaGHEROCTH/Check every 10 batch at release, buf not less than one per year. During shelf-life check according to stability protocol

UPOAYKUMH Owina npomsBefena (BKAIOYas YNaKOBKY /MapKHpOBKY) M RpoBeZeH KOHTPONbL €€ KauecTea
BHIUCYNOMAHYTOM y4acTkeé B IIOJHOM COOTBETCTBHH C TpebosanaMn GMP, YCTaHOBIEHHBIMH MECTHBLIM
DETYJIATOPHBEIM OPraHOM, & TAKKeE COTMACHO CeudHKaIHm, COnEPKaIeHCs B PErMCTPALMOHHOM A0cke. [TpOTOKOS
TPOHSBONCTRA, yNakOBKHA H aHANH3OR OBITH [IEPECMOTPEHBI M YCTZHOBIIEHO COOTBETCTRHE GMP »

Hacrosmum 5 ynoctosepsio, uTo npusenesnas Bpime WH(OPMAIMS ABNSETCA HOCTOBEPHOW M TOYHON. 31a cepuj
H

I hereby confirm that the information in this Certificate is authentic and accurate. This batch has been manufactured

(including packaging/labelling) and quality control has been performed at the above mentioned site in fill compliance

with GMP set by local Regulatory Authorities and Specification registered in Dossier. The batch manufacturing,
packaging and guality control records were rewieved and found to be in compliance with GMP.

aee

(Cléudia Gama) {Angdlips Letmos)
Quality Control/Konrpons Kauecrsa QP/Ynbnxnomouennoe nuuo
Hata ananusa: 05.11.2020 Hara Bbimycka: (6.11.2020
Test Date; 05.11.2020. Release Date: 06.11.2020.

This certificate has been completed, checked and signed in accordance to the English text

DSTQA_63/2020

Bluepharma Tel. {+351) 239 800 300 | Fax {+351) 239 BOQ 333
S&o Martinho do Bispo biuepharma@bluepharma.pt
3045-016 Coimbra, Portigal www.bluepharmagroup.com
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JEPXJIIKCITYKBA
JEPXABHA CJIY)KBA 3 JJIIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKII OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, M. Kuig, 03110, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo sIKiCTH BBe3€HOro B YKpaiHy JiKapcbKoro 3aco0y

14.12.2020 Ne 68278/20/10

AZUTPOMILMH I'PIHAEKC

(HaiiMeHyBaHHs JiKapcbKoro 3aco0y 3riiHO 3 peecTpauiHHKM NOCBIA4EHHAM)
Ta6JeTKH, BKPHTI ILIIBKOBOIO 060/10HK010, 0 S00 Mr, no 3 Tabuerku y Gaicrepi; no 1
faicTepy B ma4ui 3 KapTOHY

(hopma BUIYCKY, N03YBaHHS, BH]I NAKYBaHHS Jlikapchbkoro 3acoby)

Howmep peectpauiiinoro nocsizuents UA/13480/01/01 crpok xii peecrpaniiinoro nocsinuenns 01.01.2099

Cepis sikapcekoro 3acoby Ne 12013873 KinbkicTs BBe3eHOr0 Nikapcekoro 3acoby 13999
Bupo6HuK Brydapma-Iuaycrpis ®apmanestuka, C.A., Ilopryraris
(HaiiMeHyBaHHs BUpOOHMKA NiKapchKOro 3aco0y, KpaiHa MOXOKEHHSA)
Baeseno B YkpaiHy CrnijbHe YKpaiHChbKO0-eCTOHCHKC MIZNPHEMCTBO Y GpopMi TOBapHCTBA
3 oOMezkeHo010 BiqnosigaabHicTo ""OnTiMa-®apm, JITH", inenr. kox:
21642228

(HatimeHyBaHH# Ta kox 3a €IPITOY iopuanuHoi ocoGH abo npiseHuie, iM'a, N0 6aTeKOBi (izuyHOT
0co0H - nianpuemus, i MicLe NPOKHBAHHA Ta PEECTPaLifiHNi HoMep 00/1iKOBOT KAPTKH ILIATHHKA
noaaTtkis abo cepis Ta HOMEp NacnopTa)

TpoToko BisyansHoro kontpomio Bia 10.12.2020 Ne 4378/1.

3a pesynbTaTaMM [AEPKABHOTO KOHTDONIO BCTAHOBJIEHO, IO JIKApCHKHIA 3aci0 BBe3eHO B VYkpaiHy 3
MMOT 3aKOHOZIABCTBA 100 3abe3neueHHs AKOCTI JIikapChKHX 3acoiB.
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