Ceprudikat napTii nikapcokux 3acobis

Hasea PoayBacTatui, TabneTku skpuTi nniekosolo o6ononkoio, no 10 mrx 30
BmicT akTWBHOT PEYOBHHN 10 mMr po3yBacTaTUHy
Nikapcbka popma ra6nevKN BKPHTI NNIBKOBOID DBONOHKOIO

Homep NapTii FOTOBOrO NPoAykTy 1191208

1aTa BUrOTOBAEHHA 03.12.2019

Tepmin npugaTHoCT 02.12.2021

Poamip ynaskoswu 30 Tabn.

KisfbKicTb 15 133 ynakosok (no 3 GaicTepw B ynakosyi}
Hazga kpaiHu npr3aHayeHHA YKpaiHa

PeecTpaujiiHe NOCBIAMEHHA UA/17769/01/01 pie go 21.11.2024
NiueHsis Ha BMpOBHULTBO GIF-IW-400/0060/01/1127/223/15
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CERTYFIKAT SERI1 KONCOWEGO PRODUKTU LECZNICZEGO
Batch Certificate for Medicinal Products

seodnkklocmicey ‘ResuvastatioAlm-cogtad tablets 10 mg x 30 1
Dawka l
Strengthpotency Lot Rosuvastann“ i
FPosta¢ farmaceuntyczna q
Dossgeforn . F
Numer sexii
Batch number of the finished 191208
Loroduct e e
: Data produkcji
Manufacturingdate _ 03.1 2 20 19
Termin wainosci
\iding 02.12.2021 -
Wielkodé opakowania
jednostkewego 30 tabl.
Package size e v mmomih s o e s »
Wielkos< serii ’
Quanity 2 15133 a’30 tabl.
.......... E
Nazwa kraju docelowego i :
Name of the destination country Ukraine
Numer pozwolenia
Registaion mumber | UAITIONIO) lldaie21 1204 |
i Zezwolenie na wytwarzanie
Zerwelenlens Wytwans GIF-TW-400/0060/01/1127/223/15
1 hereby certify that all the manufacturing stages of this batch of finished product have been carvied out in full compliance with
the GMP reguiremenis of the EU and fwken within the EUJ with the requivements of the Marketing Authorization{s) of the
destination country/couniries.
The tests implemented in aecordance with MOC the manufacturer that approved by Mol of Ukraine.
In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MOC.
I hereby ceriify that the above information is auihentic and accurate. This baich of product has been manyfactured, including
packaging/labeling and quality control at the above mentioned site in full compliance with the GMF reguirements of the local
Regularory Authority and with the specification avatlable in registration dessier, The batch processing, packaging and analysis
records were reviewed - found 1o be in compliance with GMP. .
Cdchylenia wystepujgce podezas procesu produkeyjnego [ TAK/YES* [J NIENO

: Deviations occurred during manufacturing /
: Odchylenie /Wynik OOS wystepujace podczas kontroli 00 TAKYES* NIE/NO
' Deviations/Out of Specification results ldennﬁed dumsg :estmg

! % Opis odehylenia i /ub wyuiky OOS ore; 2.0 braku wiiy wy nia jakosé | bezpieczedsiwo produkty Jeczniczoso
i Describe deviations and/or OOS results and g gwc mformaﬂan thal rhzy don't affect the product quality

none

SHALFED FEHS0ON

Imig, pazwisko i podpis Oaohy Wykwallfikowane] certyfikujycej serig

|
Name and Signatere of the Qualified Person cerfifying the batch. “ M8 Mwm m‘zy.;dn:a.k
Data dHoienia podpisu !I 30 12 2019
Date of signature ]
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BIOFARM Sp. z 0.0., ul Walbrzyska 13, 60-198 Poznat D,VICTPMBYU,II
Tel. +48 61 6651500, fax +48 61 6651503, e-mail L; v iin it i bagtis, Warw, biofamm,pl TA
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Biofarm Sp. Z 0.0
PL-60-198 Poznan, ul. Walbzyska 13

Ceptudikar aHanisy
Poaysacratni {10 mr, 7abnerku skpuTi nniskoBOI0 Cneundikauia: SP/OA/LG-177/UA-A
obononkaio)
Data Burotosnennn: 03.12.2019 Mapria Ne 191208 Tepmin npuaatHocri: 12.2021
Ne HalimeHyBaHHA NOKAIHWKS Bumorn PeaynbTaT
1. { Ommc PoMeBI, Kpyrai, ABODNyRAi, BKPUTI BignoBigac
NAIBKOBOK 0BONOHKOW
2. | Maca oaHiel TabneTky Ta cepeaHa 163,0 mr £7,5% 163,6 mr
maca Tabnertox {(150,8 mr -175,2 mr} (160,4-165,8) mar
3. | OQHOPIAHICTD AC30BAHWX OQVMHULL npuitmanbHe yucno < 15,11} 2,2
npuiimansHe yucno § 25,0(L2)
4. | Poamipu Tabnerox 6,9 mm -7,3 mm 7,1 am
- piamerp ’
5. | Yac posnagarHs £ 30x6 2,1 mm
6. | lpenrudirauia Yac yTPMMYBaHHA BOCAILKYBAHOI signosigae
-  BEPX meTop pe4oB¥HU NOBMHEH BIANOBIAATH Yacy
] YTPUMYBAHHA CTAHAAPTHOI PEYOBKHM
7. | BEPX pomiwxu
- 5- KeTGKWCAOTA <08% 0,03%
- RQSU narroH <15 % 0,01%
- ROSU anri- izomep {3R, 5R) <0,5% 0,05%
- |HWIi RCOAKHOKI AOMILIKK <0,2 % 0,03%
- Cyma BCix AGMiIlIOK €1i,2% 0,2%
8. | 3anulwKKN po3YMHHUKE
-isonponason £0,5% < LOD
9. | Kinskicue BusHaueHHA BEPX 10,0 mr 5% 9, 7mr
) {9,5 mr— 10,5 mr)
10. | OAHOPIAHICTL BMICTY Aiouoi 8,5 mr -11,5 mr/ TabneTxy 9,8 mr
PEYoBNHK {85% - 115% 2arBREHOTO BMICTY) (9,7 —10,0) rar
11. | PO3UMHEHHA Ai040T PRYOBHHK < 80% {Q =75%) 92 %
(500 mn, BoAa) {100rpm ; 30x8)
12. | Mikpobionofiuda yncrora™ Bianosiauo ao E®, poaain 5.1.4
3aranpHe yucno aHaepobHux
mikpoopraniamis (TAMC)< 10°KOE 8 1 20KOEB 1T
T
3aranbHe YNCAO APIMIMOBUX Ta
naicHasux rpubie {TYMC) )< 10°KOE B <1I0KOEBLT
ir
o E.Coli: sigcyvhi/ 1r pigcytHi/ ir
13. | laenTudikauin OapsHMKie: Yac yTprumyBaHHA Ta Y- cnekrp Niky, signosigae
- HosTuM «3axif coHua»{E110) BM3HAYEHOFO Ha XPOMATOrpammi
Taprpasny (E 102) ACCAIMYBAHOTO PO3IUUHY, NOBUHHI
Crienjasbiuii vepBoHui (E129) BIANOBIAATM UACY YTPUMYBAHHA Ta YO-
CNEeKTPY rONOBHOIO NiKY 8




- Turau piokcug (E171)
{peakuin 3 neperucom BOLHI0)

- Inauro kapmis {E 132)
{peaxuia 3 xpOPUAOM 0AWBE)

XPOMATOrpammi CTaHgapTHOTG
PO3UKHY
NoanTuBHa peakuin
{moeTo-0panmese 3abapeneHHA)
MNoauTuBHA peakyin
( pO3UMH 3MiHIOE KONIP)

signobinae

signoeipae

* _BMKOHYBaTKh TeCT 1e 0BOoB'A3K0B0 ANR ROMHOT AccaTol napTii, xoua b Ann 1 napTii Ha pik

PesyabTaT Bynp BHECEHO HA DCHOBI NPOTOKOAY KOHTROMO AKOCTI Ne42-8110

ﬁlpo,qym eignosigac sumoram cneundikauii Ne SP/PG/LG-177-UA-A

OIATREP/KEHO 15.12.2019

3aTteepawero 19.12.2019

CIYKBA
LACTPUBYUI
TA

-\ BIIBAHTAXEHb
Ne 2 =



Transtation

BIOFARM Sp. z o.0.

| Certificate of analysis

Rosuvastatin
{10 my, filmcoated tablets)

| Date of manufacture: 03.12.2019  Batchno. 191208

PL-60-198 Poznai, ul. Walbrzyska 13

Expirydate: 122021

""‘Spéc':'iﬁcation: SPfOAfLGl 771’0&-@

Test Requirement Results
1. Appearance Pink, round, biconvex film-coated complies
tablets
2. Mass of single tablets and 163.0 mg + 7.5% 163.6 mg
mean tablet mass (150.8 mg - 175.2 mg) (160.4-165.8) mg
3. Uniformity of dosage units AV <1501 22
AV £2350(.2)
4. Tablet dimensions _
- diameter 6.9 mm - 7.3 mm 7.1 mm
5. Disintegration time < 30 min 2.1 min
6. Tdentity The retention time of the test substance _
- HPLC method should be consistent with the retention complies
time of the standard substance
7. HPLC purity
- 5-ketoacid <0.8% 0.03%
- ROSU lactone < 0.15% 0.01 %
-ROSU anti-isomer (3R, SR) <0.5% 0.05 %
-other single impurities <(.2% 0.03 %
-sum of impurities <12% 02%
8. Solvenf_;esidues T
-isopropanol £0.5% < LGOD
9. Assay by HPLC 10.0 mg + 5%
(9.5 mg - 10.5 mg) 9.7 mg
| 10, Uniformity of conten 85mg— 115 mgftablet 9.8 mg
(85% - 115% of the declared content) (9.7-10.0) mg
11, Dissolution of active substance > 80% (Q = 75%)
(500 ml, water) (100 rpm; 30 min) 2%
12. Microbiological purity* in compliance with EP; chapter 5.1 4.
TAMC: < 10° CFU/1g 20CFU/1g
TYMC: < 102 CFU/1g <]0 CFLV1g
E. Coli: absent/ig absent/1g

CAYXEBA
AMCTPUBYLI

TA




13. Identity of colorants:

- sunset yellow (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 complics
(reaction with hydrogen peroxide) (yellow-orange coloration)
- indigo 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: 42-8110

| Product complies/wes-retcommky with the requirements of specification no SP/PG/LG-177/UAA

Verified by30.12.2019 /»J Approved 17y30.12.2Q19
{ i}

; "‘5&21530;-3 Smard
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ZEEIPF AR IV spzow
50-198 Poznan, ul, Waltrzyska 15 258 Kisrownika
Tal. B6-51-500 Fax 66-51-6.2 Baigtu Kentroll Jakosqy
(12 dent. 008 20700
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JAEPXKIIKCIIY XBA YKPAITHU
AEPKABHA CJIIYIKBA 3 JIIKAPCHbKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

ByJ1. bepesnsixiscbka, 29, Kuis, 02098, Ten./dakc: (044) 550-20-55, tex. (044) 550-23-33
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BHCHOBOK
PO SIKICTHL BBe3eHOro B YKpainy JikapchKoro 3acofy

10.01.2020 Ne 284/20/26

PO3YBACTATHH
(uafimerypamns Tikapebkoro 3acoBy 3rifno 3 peccrpaiiiiinm MOCBIIYEHHAM)
Ta0eTKH, BKPUTI IIIBKOBOIO 000.10HK010, N0 10 Mr, no 10 Tabaerox y Gaicrepi, mo 3
Oaicrepu B nmauui
(opma Bumycky, nO3YBAHHA, BUIL NAKYBAHES JIKAPCLKOIG 3ac00Y)

Howmep peecrpanifinoro nocsinuenns UA/17769/01/01 erpox nit peecrpauiitnoro nocsinsenns 21.11.2024
Cepist siixapesroro 3acofy Ne 191208 Kinekicts sBesenoro nikapebkoro sacoby 15133

BrpobHuk biodapm Jlta, Tonsma

(nafinenysanns BUpoGumka Nikapchbkoro 3acofy, KpaiHa NoXonKeHHs)

Beeseno B Yipainy Axuionepue Topapucreo ''Kuipmennpenapar'", inenr. cox: 00480862

(Hafmenysanns ta kon 3a EJIPTIOY 1opuanynol ocolu ao npissuiie, iv'g, 1o Garbkoni Giznynot
0coGH ~ ninpueMus, 11 Miclie IPOXKHRAHHS Ta PEECTpaliHHui HoMep 06iKOROT KAPTKH HIATHAKA
nojarkis abo cepist Ta HOMED macropra)

Iporoxon sisyanenoro koutpomo sia 10.01.2020 N 42/1.

3a  pesynpTatamu  EpIKABHOTO KOHTPOMIO BCTAHOBAEHO, WI0 JIiKAaPCLKMA  3aciG  BBE3EHO B Yxpainy 3

AOTPHMAHHAM BUMOr 3aKOHOJABCTBA L1040 3a0e31edeH s SKOCTI nikapcbKHX 3acobis.
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