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Cepruduxkar anaausa

Saneca
Pharmaceuticals

Ipooyxkm TOPBAKAPI®
Homep npodyxma 12004785 Cepus LIMS HV 731297
Homep cepuu 4140321 Pasmep evinywennoii cepuu 10 885 YITAKOBOK
Jlozuposka 20 mr
Jlexapcmeennas gpopma TabJIETKH, HOKPBITHIC
IUICHOYHOIT 060109KOMH
Pasmep ynaxosxu 90 tabnerox Jlama nposedenus 12.04.2021
ananuza
[lama npouzsoocmea 17.03.2021 Cneyughuxayus JIC-000438-040419
Jlama ucmeuenus cpoka 28.02.2025 Pecucmpayuonnoe JIC-000438
200HOCMU yoocmogeperue Ne
Cmpana-umnopmep Poccus
GMID 682498

A®U, npoussoauteis: COJIb ATOPBACTATUHA KAJIbLIS, Cepust mp.-nst: 2010121, CAHEKA ®APMACBIOTUKAIJIC A.C.,
Nitrianska 100, 920 27 Hlohovec, Crosaiikas peciy6iinka

HUcnbiTanue Hopmbi PesyabTaThbl Onenka
Onucanue
Ornucanue TabJIETKH OBAJIbHbIE JBOSIKOBBIIYKIIBIC OT |COOTBETCTBYET COOTBETCTBYET
6esoro 10 OYTH OEJI0ro LBETA,
MOKPBITHIC INICHOYHOH 000JI0UKOM
HopmuanoCcTHL
ATtopBacTaTHH COOTBETCTBHUE HOJIOXKUTEIbHBINA COOTBETCTBYET
XpOMaTorpamm pe3yabTar
Kaunbiuit KpacHOE OKpalllBaHUE OJIOYKUTEIBHBIN COOTBETCTBYET
pe3yabrar
Tutana quokcun HKEJITO-OPAHKEBOE OKPAIIMBaHHE HOJIOXKUTEIbHBINA COOTBETCTBYET
pe3yabrar
Cpenssist Macca TabIETOK 0,275-0,304 r 0,282 r COOTBETCTBYET
OTKJIOHEHHE OT CPEeIHEH MACChl 2/20 £ 5 %, 0/20 + 10% COOTBETCTBYET COOTBETCTBYET
CocraB
Bona (no merony Kapia ®umiepa) He Oonee 8,0 % 3.8% COOTBETCTBYET
PacrBopenue
Yepes 30 munyT (Q = 75 %) He menee 80 % 93;94;93;89;91;95 % COOTBETCTBYET
PoacrBennsnie npumecu (BIKX)
WnentuduiupoBaHHble €qMHIYHbIC He 6oiee 0,5 % 0,09 % COOTBETCTBYET
HPOAYKTBI PA3JIOKCHUS
HeunentnduunpoBaHHble eAMHUYHBIC He Oonee 0,2 % 0,08 % COOTBETCTBYET
HPOYKTBI PA3JIOKCHUS
Oomiee copepxanne ue 6oiee 0,7 % 0,13% COOTBETCTBYET
HEUJCHTU()UIIUPOBAHHBIX IPOJYKTOB
pa3IoXKeHus
Oomiee copepkanue mpuMecen He Gonee 2,0 % 0,22 % Mgﬁ(;‘(c)%?;c_TCTByeT
Muxkpoouooruyeckast YucToTa 00
- Epp.®.5.1.4. 1EC, ,;\\?\’ ,
O6mee 4nciIo adpoOHBIX He 6onee 1000 KOE/r 0 KOE/r COOTBeTéTE‘yéq;' ’*;’
MHKPOOPTaHHU3MOB 3
OO011iee 9UCII0 IPOFOKEBIX U He 6onee 100 KOE/r 0 KOE/r ' %
IUIECHEBBIX TPUOOB . ]
Orcyrcrue Escherichia coli OTCYTCTBHE B 1 T OTCYTCTBYET ! /,‘
OaHOpPOAHOCTH 103UPOBAHUS
OIHOPOIHOCTH JO3MPOBAHUS IO <15,0 9,2
conepxanuio (AV)
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Ipooyxkm TOPBAKAPI®
Homep npodyxma 12004785 Cepus LIMS HV 731297
Homep cepuu 4140321 Pasmep evinywennoii cepuu 10 885 YITAKOBOK
Jlozuposka 20 mr
Jlexapcmeennas gpopma TabJIETKH, HOKPBITHIC
IUICHOYHOIT 060109KOMH
Pasmep ynaxosxu 90 tabnerox Jlama nposedenus 12.04.2021
ananuza
[lama npouzsoocmea 17.03.2021 Cneyughuxayus JIC-000438-040419
Jlama ucmeuenus cpoka 28.02.2025 Pecucmpayuonnoe JIC-000438
200HOCMU yoocmogeperue Ne
Cmpana-umnopmep Poccus
GMID 682498

A®U, npoussoauteis: COJIb ATOPBACTATUHA KAJIbLIS, Cepust mp.-nst: 2010121, CAHEKA ®APMACBIOTUKAIJIC A.C.,
Nitrianska 100, 920 27 Hlohovec, Crosaiikas peciy6iinka

KosmuecTBenHoe onpenesenue (BIXKX)
KonunuectBennoe omnpenenenue 19,0-21,0 Mmr 20,5 mMr COOTBETCTBYET
aTopBacTaTUHa B 1 Ta0lieTKe, IOKPHITOM
IUICHOYHOH 000JI0YKOM

CooTBeTcTBYET CHeH(PUKALUH

HacrosmuM st moATBeprkaalo, 4To BhIIICyKa3aHHAs HH(OpMaIus sSBIsieTCS BepHOH 1 TouHOH. JlaHHas cepust ObUta Ipon3BeeHa,
BKJIIOYAsl STAIbl YIAKOBKH M KOHTPOJIS Ka4eCTBA Ha HIDKEYKa3aHHOM MPOU3BOJICTBEHHOM IUIOIIA/IKEe B IIOJHOM cooTBeTcTBUH ¢ GMP
TpeOOBaHUSIMHI MECTHOTO PETYIIITOPHOTO OPraHa U cO CIeU(pUKAIUSIMI PerucTpainoHHOTO YAOCTOBEPEHUSI CTPAHBI-UMIIOpTEpa —
crnienndukaiuamu HopmaruBHOM JOKyMeHTaluy. 3alucH O IPOU3BOICTBE, YIIAKOBKE M aHAIN3€ CEPUM ObUIH IIPOBEPEHBI U IPU3HAHBI
cooTBeTCTBYyOLIMME TpeboBanusiM GMP. MapkupoBka B IIOJTHOM COOTBETCTBHH C MOCICAHUMHU yTBEpxkIeHHbIMU M3 P Bepcusmu
MaKeTOB YIaKOBOUYHBIX MarepuasnoB u MMII.

Pa3pemeno k npogaxe

IIpon3BoacTBEHHAS MIOIIAKA: MecTo BBITyCKa H KOHTPOJIS KAa4ecTBa:
«Caneka dapmacsroTukaic a.c.», Hurpuancka 100 Caneka ®apmacbroTukaic a.c., Hutpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka 920 27 I'norosen, CrnoBankas PecrryOmika
PerucrpaunonHsiii Homep: V-15/2019 Perucrpaunonnsiii Homep: V-15/2019
Ceprudukar GMP Ne: SK/019V/2020 Ceprudukar GMP Ne: SK/019V/2020
YTBep:kaeHo, ynoaHomoueHHoe auno: Gulasova Maria (noonucw) Jara: 27.04.2021
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Saneca

Certificate of analysis

Pharmaceuticals
Product TORVACARD ®
Product number 12004785 Batch LIMS HV 731 297
Batch number 4140321 Released quantity 10885 PACKS
Dosage strength 20 mg
Dosage form film-coated tablets
Packaging size 90 tbl Date of analysis 12.04.2021
Manufacture date 17.03.2021 Specification LS-000438-040419
Expiry date 28.02.2025 Marketing authorisation ~ 1.S-000438
Importing country Russia No.
GMID 682498
API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2010121, SANECA PHARMACEUTICALS
a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic

Test Limits Results Evaluation
Appearance
Description white to off-white, oval, complies complies
biconvex, film-coated tablets
Identification
Atorvastatin correspondence of positive complies
chromatograms
Calcium red colouring positive complies
Titanium dioxide yellow-orange colouring positive complies
Average mass of 1 tablet 0.275 g0 0.304 ¢ 0.282 ¢ complies
Uniformity of mass 2/20+ 5%, 0/20+ 10 % complies complies
Content
Water (K.F.) NMT 8.0 % 3.8% complies
Dissolution active substance
After 30 min.(Q=75%) NLT 80 % 93;94,93,89,91,95 % complies
Purity HPLC
Known degradation products NMT 0.5 % 0.09 % complies
individually
Unknown degradation products | NMT 0.2 % 0.08 % complies
individually
Sum of unknown degradation NMT 0.7 % 0.13% complies
products
Total degradation products NMT 2.0 % 0.22% complies
Microbiological quality
Microbiological purity
Ph.Eur.5.14.
Total aerobic microbial count | NMT 10°* CFU/g 0 CFU/g
(TAMC)
Total combined yeasts/moulds| NMT 102 CFU/g 0 CFU/g
(TYMC)
Absence of Escherichia coli absenceinlg absence
Uniformity of dosage units
Content uniformity - AV AV <15.0 9.2
Content-HPLC
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Saneca

Pharmaceuticals
Product TORVACARD ®
Product number 12004785 Batch LIMS HV 731297
Batch number 4140321 Released quantity 10 885 PACKS
Dosage strength 20 mg
Dosage form film-coated tablets
Packaging size 90 tbl Date of analysis 12.04.2021
Manufacture date 17.03.2021 Specification LS-000438-040419
Expiry date 28.02.2025 Marketing authorisation  LS-000438
Importing country Russia No.
GMID 682498
API lot: ATORVASTATIN CALCIUM SALT, Manuf. batch: 2010121, SANECA PHARMACEUTICALS
a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic

Content of atorvastatin in 1 19.0 mg to 21.0 mg 20.5 mg complies
film-coated tablet

Conformity with the specification.

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality
control at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the
specifications in the Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging
and analysis records have been reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of
Health of the Russian Federation version of packaging and leaflet artworks.

Release for sale

Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic 920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019 Authorisation number : V-15/2019
GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020

/
Certified by QP: Gulaso é)?&ria Certified on: 27.04.2021
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