CepTtudikat naptii nikapcbkux 3acobis

Ha3zga PosyBactaTuH, TabneTmn BRpUTi NAiBKOBOIO 06onoHKoo, no 20 mr x 30
BMiCT aKTUBHOT PEHOBUHM 20 mr po3yBacTaTMHy
Mikapcoka ¢opma TabneTry BKPWUTI NAIBKOBOK 060A0HKOID

Homep napTii roroBoro npogykty (191213

[laTa BUrOTOBNEHHA 03.12.2019
Tepmin NpuaaTHoOCTI 02.12.2021
Po3mip yNakoBKu 30 Tabn.

KinbRicTb 9 985 ynakosok (no 3 baictepy 8 ynakosii}
Ha3sa Kpaiku NPUIHAYEHHSA YKpaiHa o
PeecTpauyjiine nocBigueHHn UA/17769/01/02 pie ao 21.11.2024
Niuersis Ha BUPOBHUUTBO GIF-IW-400/0060/01/1127/223/15

Hunm 5 3ACRIOUYIO, 10 60T eManyt GU2OMOGRENHS YIET napMil 20M06020 NPOOVIKMY BYIU GUKOHART 6 NOEHTI GIONOEIOHOCIT 00 GO
GMP €C ma, (o conu exodams 0o €C), 3 eumozamu 00360416 Ha peanizayiio y kpairixpariax RPUSHAYENHA.

Bunpofysanus nposeoeni eionosiono 0o MKA eupobnuxa, sameepdorcenor MO3 Yipainu.

3ridna GUCHOBKY HIUMCYCRIONUCANO0, GUUICEKAZANUT 3DAZ0K, MAC CIAHOGPITIHE NORATHNICH SIKOCHTT, nepedoaveni MK,

Thuat 1 3aceiduyio, wo naeedena swwye ingopaayia e doemosipucio | mounoio. Lo cepiio npodyicyil Gyao eupobieno, Gnovaow
NAKYEAHHAMAPKYEANRA, md KOKMPOoLs T Akocmi va uugesasnasenit eupodnuyitt dlisnuyl nposedenc v noenin sionosionocmi 3
sumozami GMP, 6cmanogienumu MiCHesum peayisamopHusm opeanoM, & Maroic aionosiono do cneyughixayii, wo sicmunines @
peecmpaiiinomy docee. LIpomokoiu eupobuuymea, nakyeanis ma auaiisic Gan nepeaianymi ~ eomanosrenc eionogionicm,

GMP.
Bidxwnenns sahikcosant nid wac euzomoenenns TAK* HI
Bidxunenns saikcosani noza pesyivmamanmn creyuddivayii, suseaeni nid vac meemyeaus TAK* HI

Onuweimo eioxuaenis ma’abo pesyasmamu OOS ma wadalime iwgoprayino MPO ME, /O oMK HE ERINETIME Ha AKICHb
npoedviemy

He Businaeno

Im'a Ta nignuc kBanigikoBaHOT 0cobK, WO 3aTBEPLKYE NAPTIIO

fata nignucy 30.12.2018 .,
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CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO
Batch Certificate for Medicinal Products

Foduktilstzoicry Rosuvastatin film-coated tablets 20 mg x 30

Name

Dawka
Strength/potency

Postaé farmaceutyezns
Do sage. form

Numer serii
Batch number of the finished 191213
product,

Data produkeji
Manyfacturing daie 03.12.2019

Termin wainosci - '
Expiry date 02.:12.2021

Wielkoéc opakowania

jednostkowego 30 tabl.
Package size

Wielkos¢ serii o
Quanrity .9 985 a’30 tabl.

20 mg of Rosuvastatin

film-coated tablets

Nazwa kraju docelowego
Name of the destination country

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

Registration number

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

Manufacturing authorisation

Ukraine

I hereby certify that all the manwfacturing siages of this batch of finished prod:;cr have been carvied cut in Jull compliance with
the GMP requirements of the EU and fwhen within the EU] with the requirements of the Marketing Authorization(s) of the
destination country/countries.

The tests implemented in accordance with MOC the manyfacturer 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.

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local
Regidatory Authority and with the specification available in registration dossier. The hatch processing, packagmg and analysis
records were reviewed - found to be in compliance with GMP,

Odchylenia wystepujgee podezas procesu produkeyjnego (] TAK/Y ES* [@ NIE/NO
Deviarions oceurred duving mamifacturing
! Odchylenie /Wynik OOS wystepujace podezas kontroli [ TAKYES*  [¥ NIE/NO

Deviations/Out of Specification results identified during testing
1 Opis odehvlenia i fub wyniku OOS oraz_informacia o braku wplvi na jakos¢ i bezpigezenstwo produktu Jeczniczeno
Describe deviations and/or (OS results and give information that they don 't affect the product quality

none

e o RN R e GUAVEED PERSON /| |

mig, nazwisko i podpis Osoby Wykwalifikowanej certyfikujgee] serie

Name and Signature of the Qualified Person certifving the batch. MSc Magdalena Kﬂ?ix’hm&

L

Drata zlozenia podpisu
Date of signature

30. }22019

s aman 1r! W'zfor?_ =
Tal. 56-51- 500 Fax 687

Ry dent. 00y 26 4R
BIOFARM Sp. z ¢.0., ul Watbrzyska 13, 60-198 Pozna / CNYIREA
Tel. +48 61 6651500, fax +48 61 6651505, e-mail bic i) i1y www.biofarm.p! |
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Translation

BIOFARM Sp. z 0.0.

PL~60-198 Poznan, ul. Watbrzyska 13

| Certificate of analysis

Rosuvastatin
(20 mg, film-coated tablets)

‘Specification; SPIOA/LG-178/UA-A

* Batchno. 191213

Expiry date: 12.2021

SO SO 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
tabiet half

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% 326.8 mg
mean tablet mass (309.7 mg — 342.3 mg) 323.2-3329 mg
3. Uniformity of dosage units AV <150 (L)1) 2.5
AV £25.0 (L2)
4. Tablel dimensions ' 13.0 mm
- length 12,9 mm - 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
- S-ketoacid <(.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 <1.0% 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 = 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.
TAMC: < 10° CFU/1g
TYMC: < 10 CFU/1g
E. Coli: absent/1g

10 CFU/1g
<10 CFU/1g
absent/1g

14. Identity of colorants:
- sunset vellow (E 110),
tartrazine (E 102),
Altura red (E129)

- titanium dioxide (E 171)
(reaction with hydrogen peroxide)

- indigo carmine (E 132)
(reaction with tin chloride)

The retention time and UV spectrum
of the peak identified in the test
solution chromatogram should be
consistent with the retention time and
UV spectrum of the main peak in the
standard solution chromatogram

Positive reaction
(yellow-orange coloration)

Positive reaction

(solution changes colour)

complies

complies

complies

=

* - 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

Product complies/does-not-eqmply with the requirements of specification no SP/PG/LG-178/UA-A |
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Biofarm Sp. Z 0.0
PL-60-198 Poznan, ul. Walbzyska 13

Ceptudirar ananiay

06010HKO10)

Posysactatni (20 mr, Tabnetkn BKpWTI NAIBKOBOIO

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

fata Burotosnenns: 03.12,.2019

Napria Ne 191213

Tepmin npugartHocri: 12.2021

| Ne HalimeHyBaHHA NOKasHMKA Bumoru Pesynbrar
1. | Onuc Poxkesi, 0BafbHi, [BOONYKAI, BKPUT Bignosigae
nAIBKOBOW 060/10HKOID, 3 PO3AIALHOIO
NIHIEI0 Ha OAHIN CTOPOHI
2. | Maca ogwiei TabneTkn Ta cepegHs 326,0 mr £ 5% 326,8 mr
- maca tabneTox (309,7 mr-342,3 mr) (323,2-332,9) mr
3. | OpHopiaHicTe no30BaHKMxX npuiAmansHe yncno £ 15,0(L1) 2,5
OAMHWULb npuiAmanbHe yucno < 25,0(L2)
4. | Posmipu Tabnetox :
- [OBMUHA 12,9 mm 13,3 mm 13,0 mm
| - WwupuHa 7,3 mm -7,7 mm 7.4 mm
5. | Yac po3nasfaHHa <30 x8 2,1 mm
6. | lnentudirauis YHac yTpumyBaHHA JOCNiSKYBaHOT Bignosipae
BEPX meTopg PeYOBMHKM MOBUHEH BIANOBIAATH Yacy
YTPUMYBAHHA CTaHAAPTHOI PEYOBUHHK
7. | BEPX gomiwkn
- B-KeTowucnoTa <0,8% 0,03 %
- ROSU naktou <0,15% < LOD
- ROSU anTi- izomep {3R,5R) <0,5% 0,05 %
- |HWI NOOAMHOKI AOMIWKK <02% 0,03 %
- Cyma BCiX AOMIWOK £1,2% 0,18 %
8. | 3anMWKKY po3uUHHMKA
-isonponaHon <0,5% < L.OD
9. | KinekicHe BU3HaYeHHsa BEPX 20,0 mr+ 5% 19,7mr
(19,0 mr — 21,0 mr)
10. | OgHopigHicTs BMICTY Aiouoi 17,0 mr -23,0 mr/ Tabnerky 19,7 mr
PEYOBUHU (85% - 115% 3aABNeHOI0 BMICTY) (19,3 - 20,0) mr
11. | POBYMHEHHA AIHOYOT PEUOBUHM <80% (Q =75%) 96 %
{900 mn, Boga) (100 rpm; 30x8)
Maca nuwe ogHiel nonosurn Tabnerku 3 signosigae

12. | TecT Ha po3nagauua

30 mOXe nepeBUlLyBaTH AianascH sig,
85% pno 115% cepegHboi macu NOAOBUHM
TBEI‘IETKM, HE MOMHE nNepesnilyBaT
AlanasoH sig 75% o 125% cepepHboi
Macu NONOBUHU TabAETKK

13. | Mikpobionoriusa uucrora®*

BignosigHo go E®, po3gin 5.1.4
3arancHe 4MCNo aHaepobHux
mikpoopratismis (TAMC) € 10°KOEs 1t
3arankHe YUCA0 APDROMKOBUX Ta
nnicHasux rpubis (TYMC) < 10°KOE 8 11
_ E.Coli: sigcyTHi/ 1r
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14.

|penTrdikauin GapBHUKIB:
- YoBTui «3axig conua»(E 110)
TapTpasuu (E 102)
cneujanbHui vepsoHuid (E 129)

- Tutan giokeny (E171)
(peakuin 3 nepekmncom BoaHIO)

- Ingumro kapmix ((E 132)
(peakuia 3 xiopuaom onmea)

Hac yTpumyBaHHA Ta Y- CnexTp niky,
BM3HAYEHOrO Ha XpomaTtorpammi
O0CAIKYBAHOTO PO3YMHY, MOBUHHI
BigNOBIiAaTH Yacy yTpumyBaHHs Ta Y-
CAEKTPY rO/I0BHOTO MNiKY B
XpOMATOrpammi CTaHAaPTHOrD PO3UUHY

NosnTreHa peakuis
(mosTO-Opanmese 3abapsnerHa)
[osnTrBHa peakuis
( poaumnu sminioe Konip)

BignoBigae

Bignosinae

BignoBigae

* ~BUKOHYBaTU TeCT He 0608’A3K0BO ANA KOXHOT AecaTol napTii, xoua 6 ana 1 naprii Ha pik

PeayneraT Byno BHECEHO HAa OCHOBI NPOTOKOMY KOHTPOMIO AKOCTI Ne42-8115

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

NIATBEPAMEHO 19.12.2019

3aTsepareno 19.12.2019
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JEEPXJIIKCITY KBA YKPATHH
NEPXKABHA CIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

ByJ1. bepesuskiserka, 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 FIKICTH BBE3EHOI0 B Y KPaiHy JIIKAPCHLKOIro 3aco0y

10.01.2020 Ne 285/20/26

PO3YBACTATHH

(naiimenysains ikapchkore 3acoly 3riiHO 3 peccTpatifnuM MTOCEi AYeHHsM)
Ta0J€eTKH, BKPATI NUBKOBOI0 060/10HK010, 110 20 Mr, mo 10 Tabnerox y 6.icrepi, mo 3
Oaicrepu B mavui

(§opma punycky, no3ybanns, Buj NAKYBAHHA TIKAPCLKOro 3aco6y)
Howmep peectpauiiinoro nocsimaenns UA/17769/01/02 crpok aii peectpaniitnoro nocsizuenns 21.11.2024
Cepis nixapesioro sacoby Ne 191213 KinbkicTs BBEICHOTO JliKapebKoro 3acoby 9985

Bupo6huk Biogapm Jlt, [Tonbia

(Haiimenynamis BUpoOHMKa JIKAPCHKOrO 3ac00Y, kpalHa MoXoKeHHs)

Baeseno B Yipainy Axuionepue Tosapucreo "Kuismeanpenapar", izenr. xox: 00480862

(uaiimenysanns 1a kox 3a €JIPTIOY iopuamunol ocobu ao npizsumie, iM's, no Garskesi diswanoi
ocolu - nixnpuemie, i Micle npoKUBANNS Ta PecCTpauiiumii HoMep 06nikoBOT KapTKu MUIATHHKA
noparkis abo cepis Ta HOMep nacnopTa)

Iporokon sisyaasnore kourposmo sin 10.01.2020 N 42/2.

3a  pesynnTaTamMM  JIEPKARHOTO  KOHTPONO BCTAHOBNEHO, 1O Jikapchkuil 3aci6 Bseseso B Vkpainy 3

AOTPHMAaHHAM BHMOT 3aKOHOABCTBA LUOAO 3abe3neuenns AKOCTI MiKapehbkux 3acobis.
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