CepTtudikat napTii nikapcbkux 3acobis

Hazsa PosyBactatiH, TabneTkn BKpuTi NAiBKOBOIO 06010HKO, N0 20 mMr x 30
BMmicT akTuBHOT peyoBuHH 20 mMr po3ysacTaTuHy
Nikapceka ¢popma TabneTy BKPUTI NNiBKOBOK 0B0NOHKOID

Homep napTii roToBoro npogykty 191213

laTa BUTOTOBAEHHA 03.12.2019

Tepmin npuaaTHoCTI 02.12.2021

Po3mip ynakoBku 30 1abn.

Kinbkictb 9 985 ynakosok (no 3 6aictepu 8 ynakosii)
Hazea Hpa‘l'HuwanaHaqEHHﬂ YKpaiHa

PeecTpauiitHe nocBigueHHs UA/17769/01/02 pie go 21.11.2024
Niuensia Ha BMpoGHUUTBO GIF-IW-400/0060/01/1127/223/15

Lum 5 3ACGIOUYIO, 140 6CT eMany GUSOMOBRCHNS YICT NAPIMIT 2006020 NPOCYKMY Gy GUKOHGHT 6 NOBHTE GION0BIOHOCIT 00 GUAO
GMP €C ma, (axuo conu exodame do €C), 3 gumozamu 00360416 Ha peanizaiiio ¥ kpaini/xpainay npusiavenis.

Bunpobyeanns nposedeni sionosiono 0o MKH supobutra, sameeposcenor MO3 Yipainu,

32010 BUCHOBKY HUNCHERIONICANO0, GUUFEERAZANNT IPAZOK, MAC CIANOGPIMIE ROKAZICH sKOCHT, nepedbavent MKS.

Luat s saceidnyio, w0 nasedena suwe inghopsmayin ¢ doemosipuoio | mownoio. Lo cepiio Hpodyiyil G110 GUREGIEHD, GRIION@ION
RAKYSQUUAIMAPKYEANRA, A KOHMPOR, I AK0Cmi Ha euupesasnadenitc supobuuyiil divonuyi nposedenc v nosuisi eidnosionocmi 4
susozamu GMP, 6emanoeienumu Micyesus peayismoprum opeanom, a Makoie ionosiono 0o creyughikayil, wo smicnunives 6
peecmpayitinomy docoe. Hpomorkoru eupobuuymea, NaKyeanis ma anaiizie 6y nepeaianymi ~ 6CManoeiens 6ionosionicms)

GMP.
Bioxwrenns saghixcosani nid vac eueomoeienns TAK* HI
Bioxunenns zaghincosani noza pesyiomamanu creyudiixayii, guseient mio vac meemveanis TAK* HI

Omagime eioxwaennst ma/abo pesyasmamu OOS ma nadaiime inhopmayio PO Me, o oMU HE GIANSAIM B Hd AKICHTb
npodvemy

He BusiBaeno

Im's Ta nignuc kBaniGikoBaHOT 0CoBY, L0 3aTBEPANKYE NAPTil0

aTta nignucy 30.12.20} 8
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CERTYFIKAT SERLI KONCOWEGO PRODUKTU LECZNICZEGO
Batch Certificaie for Medicinal Products

Produkt leczniczy Rosuvastatin film-coated tablets 20 mg x 30

Name

Dawka
___IQ{{'erngpomncy

20 mg of Rosuvastatin

Postad farmaceutyerna
_Do,sage_fbrm

Numer serii
Batch number of the finished 191213
product.
Data produkeji
Manufacturing date 03.12.2019

Termin wainosci - '
Expiry date 02.12.2021

Wielkosé opakowania
jednostkowego 30 tabl.
Package size
Wielkoé¢ serii
Quantity

film-~coated tablets

-9 985 a’30 tabl.

Nazwa kraju docelowego
Name of the destination country

Numer pozwolenia UA/17769/01/02 till date 21.11.2024

Registration number

Ukraine

Zezwolenie na wytwarzanie GIF-IW-400/0060/01/1127/223/15

Manufacturing authorisation

the GMP requirements of the EU and [when within the EUJ with the requirements of the Marketing Authorization(s) of the
destination country/countries.

| The fests implemented in accordance with MOC the manufacturer that approved by MoH of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

I hereby certify that the above information is authentic and aceurate. This batch of product has been manufuactured, including
packaging/labeling and quality control at the above mentioned site in full compliance with the GMP reguirements of the local
Regulatory Authority and with the specification available in regisiration dossier. The batch processing, packaging and analysis
records were reviewed - found 1o be in compliance with GMP.

Odchylenia wystepujgee podezas procesu produkeyjnego (] TAK/Y ES* NIE/NO )
Deviarions occuried during manufacturing
! Odchylenie /Wynik OOS wystepujace podezas kontroli [] TAXYES® ()" NIE/NO

Deviations/Out of Specification results identified during testing
1 Opis odehylenia i flub wyniku OQS oraz_informacia o braku wolvivu na jakosé i bezpieczefstwo produktu leczniczeso
Describe deviations and/or QOS residts and give information that they don 't affect the product guality

none
R P ORI e GHAAFIED PERGON /1
o i
Imig, nazwisko i podpis Osoby Wykwalifikowanej certyfikujgce] serie S # o
Name and Signature of the Qualified Person certifying the baich. MSc Magdalena Krzyi,t't-
Drata zlozenia podpisu 30.12.2019

Date of signature

HTTgTnan, ul Walbrz ek
fel. B6-51-500  Fax 682
P12} ldent, Q0B 264
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BIOFARM Sp. z 0.0., ul Walbrzyska 13, 60-198 Poznan

Tel. +48 61 6651500, fax +48 61 6651505, e-mail bic w.gih, www.biofarm.pl
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P

Date of manufacture: 03.12.2019

Transtation

BIOFARM Sp. z 0.0.

P1~60-198 Poenafi, ul. Watbrezyska 13

‘Specification: SPIOA/LG-178/UA-A

Expiry date: 12.2021

S SR S

may exceed the range from 85% to
115% of mean mass of tablet half, none
of tablet half mass may exceed the range

from 75% to 125% of mean mass of

Test Requirement Results
1. Appearance Pink, oval, biconvex film-coated tablets, complies
with score line on the one side
2. Mass of single tablets and 326.0 mg + 5% 3268 mg
mean tablet mass (309.7 mg — 342.3 mg) 323.2-332.9 mg
3. Uniformity of dosage units AV £15.0 (L 2.5
AV £25.0 (L2)
4. Tablet dimensions : 13.0 mm
- length 12.9 am — 13.3 mm 7.4 mm
- width 7.3 mm - 7.7 mm
5. Disintegration time < 30 min 2.1 min
6. Identity The retention time of the test substance complies
- HPLC method should be consistent with the retention
time of the standard substance
7. HPLC purity
- 5-ketoacid <0.8% 0.03 %
- ROSU lactone <0.15% <LOD
-ROSU anti-isomer (3R, 5R) < 0.5% 0.05 %
~other single impurities <0.2% 0.03 %
~sum of impurities <1.2% 0.18 %
8. Solvent residues
-isopropanol <0.5% <LOD
9. Assay by HPLC 20.0 mg + 5% 19.7 mg
(19.0 mg - 21.0 mg)
10. Uniformity of content 17.0 mg — 23.0 mg/tablet 19.7 mg
(85% - 115% of the declared content) (19.3-20.0) mg
11. Dissolution of active substance 2 80% (Q = 75%) 96 %
(900 ml, water) (100 rpm; 30 min)
12. Breakability test Mass of only one tablet half from 30 complies




13. Microbiological purity* in compliance with EP; chapter 5.1.4. | 10 CFU/1g

TAMC: < 10° CFU/1g <10 CFU/1g

TYMC: < 10* CFU/1g absent/1g
E. Coli: absent/1g

14. Identity of colorants:

- sunset vellow (E 110), The retention time and UV spectrum | complies
tartrazine (E 102), of the peak identified in the test
Allura red (E129) solution chromatogram should be
consistent with the retention time and
UV spectrum of the main peak in the
standard solution chromatogram
- titanium dioxide (E 171) Positive reaction complies
(reaction with hydrogen peroxide) (yellow-orange coloration)
- indige carmine (E 132) Positive reaction complies
(reaction with tin chloride) (solution changes colour)

* - perform the test optionally for every 10% batch, though at least for one batch per year

The result was entered on the basis of Quality Control Protocol no: 42-8115

|[ Pmduct complies/does-not-eqmply with the requirements of sp;:ciﬁcation no SP/PG/LG-178/UA-A |
—— '% ) ) 3 J

Verified by 30.12.20{9
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Biofarm Sp. Z 0.0
PL-60-198 Poznan, ul. Walbzyska 13

CepTudirar aHanisy

060n0HKOHD)

PosysactatvH (20 mr, Tabnetku BKpUTI NAIBKOBOIO

Cneumdirauia: SP/OA/LG-178/UA-A

fara surotosnenns: 03.12.2019

Napris Ne 191213

Tepmin npugarHocti: 12.2021

| Ne HalimeHyesaHHA NOKa3HMKA Bumoru Pesynbrar
1. Onuc Poxesi, oBanbHi, ABOONYKAI, BKPUTI Bignosigae
nAiBKOB0I0 0OONOHKOIO, 3 POBRINLHOID
NIHIEIO HA OAHIW CTOPOHI
2. | Maca ogHiei TabneTku Ta cepegHa 326,0 Mr £ 5% 326,8 mr
B maca Tabnertox (309,7 mr -342,3 mr) (323,2-332,9) mr
3. | OaHOpiaHICTL J030BaHMX npuiimansHe yucao £ 15,0(L1) 2,5
0AMHWLb npuimaneHe yucno £ 25,0(L2)
4. | Poamipu TabneTox .
- [JOBXMHa 12,9 mm ~ 13,3 mm 13,0 mm
_ - WmMpuHa 7,3 mm -7,7 mm 7,4 mm
5. | Yac po3nafaHH/ <30 x8 2,1 mm
6. lnenTudikauin Hac yTpumyBaHHA [0CAigHYyBaHOT Bignosipae
BEPX meTopg peyoBrHK NOBUHEH BignosigaTh yacy
YTPHUMYBAHHA CTAHAAPTHOT PEYOBUHM
7. | BEPX gomiwkn
- 5- KETOKWUCNOTA <0,8% 0,03%
- ROSU nakvou <0,15% < LOD
- ROSU awTi- isomep (3R,5R) £0,5% 0,05 %
- |HWi NOOAUHOKI AOMILLKK £0,2% 0,03 %
- Cyma BCix AOMILIOK <1,2% 0,18 %
8. | 3anMWKY pO3YMHHKKA
-isonponaHon <0,5% < LOD
9. | KinbKicHe BU3HayeHHs BEPX 20,0 mr+ 5% 19,7mr
(19,0 mr — 21,0 mr)
10. | OgHOpigHICTE BMICTY aitoyoi 17,0 mr -23,0 mr/ Tabnetry 19,7 mr
peyvyoBuHM (85% - 115% 3aABAEHOIO BMICTY) (19,3 -20,0) mr
11. | POBYMHEHHA AiH0Y0T PEYOBUHM < 80% (Q =75%) 96 %
{900 mn, Bopa) (100 rpm; 30x8)
12. | Tecr Ha po3nagaHma Maca nuwe ogHiei NonoBMHKW TaBneTku 3 Bianosigae

30 moOKe nepesuLLyBaTH AianasoH Big
85% po 115% cepeiHbOT Mack NONOBUHM
TabNeTKKU, He MOXe NePEBUILYBaTH
AianasoH Big 75% n0 125% cepepHboi
Macy NONOBUHW TaBAeTHN

13. | Mikpobionoriyna uncrora*

BignosigHo go E®, pozain 5.1.4
3aranbHe YnMcno aHaepobHMx
mikpoopranismis (TAMC) € 10°KOE e 1
3aransHe YACAO APDRAMOBUAX Ta
naicuasux rpubis (TYMC) < 10°KOEs 1T
_E.Coli: BigcyTHi/ 1r

* \ BIDBAHTAXEHb /|
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14. | IpenTudikauin 6apBHUKIB: Yac yTpumyBaHHA Ta YP- cnekTp niky, Bignosinae

- WosTuit «3axig, conua»(E 110) BM3HAYEHOro Ha XpoOMaTorpammi
TapTpasuH (E 102) AOCAIAKYBAHOTO PO3UUHY, NMOBUHHI
cneujanbHnii yepsoHuii (E 129) BiZNOBIAATH Yacy yTpUMyBaHHA Ta Y-

CNEKTPY rONI0BHOTO NiKY B
XpOMaTOrpammi CTaHJapTHOro Po3YUHy

- Tutan piokeug (E171) MoauTuBHA peakyin Bignoeigae
(peaxuis 3 nepexucom BOAHIO) (wosTo-Opankese 3abapeneHHa)

- Inguro kapmix ((E 132) Mo3uTHBHa peakuis Bignosigae
(peakuin 3 xsiopuaom onmea) ( pozuuH amiHIOE KOAIp)

* ~BUKOHYBATM TeCT He 0608'A3K0BO A/1A KOXKHOT AecATol napTii, xoua 6 Ana 1 napTii Ha pik

PeaynbraTt 6yn0 BHECEHO HA OCHOBI NPOTOKOAY KOHTPOMO AKOCTI Ne42-8115

[ MpoaykT signosigae sumoram cneyudikauii Ne SP/PG/LG-178-UA-A

MATBEPOMEHO 19.12.2019 : 3aTBeparkeHo 19.12.2019
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JIEPXJIIKCIIYXKBA YKPATHU
JEPKABHA CJIVKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By bepesnsxisebka, 29, Kuis, 02098, ten./dakc: (044) 550-20-55, Ten. (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
PO SIKICTH BBE3€HOTo B YKPaiHy JIIKapCLKOro 3acody

10.01.2020 Ne 285/20/26

PO3YBACTATHH

(naiiMenyBains gikapcbioro 3acoBy 3riHo 3 peccTpaliiniM TOCBiACHHAM)
TabaeTKH, BKPUTI IJIIBKOBOO 000/0HK010, 10 20 Mr, no 10 Tabaerox y 6aicrepi, mo 3
OaicTepu B mavmi

(dopma punycky, 103yBanHs, BUL NAKYBAHHS TIKAPCLKOTO 3aco0by)
Homep peecrpauiitnoro nocsiguenns UA/17769/01/02 crpox nii peecrpauiiinoro nocsimuenns 21.11.2024
Cepis nixapebkoro 3acoby Ne 191213 KinekicTh BBe3eHOro Nikapcbkoro sacoby 9985

Bupobunk Biodapm Jltx, Ionbiia

(HaimenyRanng BUpoduMka NiKapeLKOro 3acoby, kpaiia NOXOIKEHHS)

Bpeseno B Ykpainy Axuionepne Topapucrso "Kuismeanpenapar', igent. cox: 00480862

(naiimenypanns ra kop 3a CJAPTIOY wopuanunol ocobu abo npissumte, iM'a, no Garsioni dizuunol
ocofy - nignpuemis, i Micue npoxusanng Ta peectpauiinui Homep o61ikoBoT KapTKy MUIATHAKA
nojaTkis abo cepisg Ta HOMEp nacnopra)

Iporokon Bisyanbuoro kourposmo eig 10.01.2020 Ne 42/2.

3a  pesymnTaTamMu  AEPKABHOTO KOHTPONIO BCTAHOBNEHO, MO Jikapchkuil 3aci6 Bmeseo B Vipainy 3

AOTPHMAaHHAM BumMor 3aKOHORABCTEA LWOAO0 3a0e3nedeHHs AKOCT nixgx_pcmcnx 3ac006iB.
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