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Ceprujuxar ananusa

Saneca

ITpodyxkm

Homep npooykma
Homep cepuu
| Hosuposxa

JSexapcmeennan gopma
Pazmep ynaxoexu

| HJama npouszscdcmea

| Hama ucmevenun cpoxa
200H0CHU
Cmpana-umnopmep

GMID

TOPBAKAPA®

12004788 Cepua LIMS HV

4511119 Pazsep svinyujennol cepuu
20 Mr

TabneTkn, NOKPLITLIE
meHouHoH obonovkoi

30 TabneTok, MOKPHITEIX Hama nposedenun

nneHoyHoH obonoukoit aranusa

11.11.2019 Cheyuguxayun

31.10.2023 Pezucmpayuonvoe
yoocmogepeHue Ne

Poccua

682498

712826
32 595 VITAKOBOK

26.11.2019

HJA, NIC-000438-040419
JIC-000438

Pharmaceuticals

AD®H, npouseooumenrs: Cons amopeacmamuna kareyus - Canexa Papmacviomurans a.c. - Nitrianska {00, 920 27 Hlohovec,

MHKpPOOPraHuiMoB

«Canera PapMackioTHRATE a.¢.» - Hurpuanewa 100, 92027, 'norosen, Cnopauxas PeenyGmika

Ten (+421) 33 736 1111, Pare (+421} 33 730 0890. E-mail: sanecawsaneca.com

1C0 46 833 323 - IC DPH SK2023599842 — Tartabanka a.s — ¢.u 2920123416/1100
Kommepuecknii perietp paiionnoro exna Taasg, pataea Sa, Homep Berasr: 10601T

WRWW. SANECH.com

Croeaxcras pecnybruxa
HenbiTanne Hopmu PelynbTaTh Ouetka
Onucanne
Omnncasune TalneTkn OBAMbHBIE ABOAKOBLIMYKALIE OT COOTBETCTRYET COOTBETCTBYET
6enoro a0 outH GenOTO LBETA, NOKPHITHIE
nieHo4Hoit oGonoukod
MoaanunocTs
ATOpBACTATHH COOTBETCTBHE MONOKHTENLHBLHA COOTBETCTBYET
XpOMATorpaMm PE3YNBTAT
Kansuui KpacHoe OKpallHBaHHe NOMOKHTEALHBIHA COOTBETCTBYET
pe3ymeTaT
TuTana IHOKCHI WENTO-0paHKEBOE OKpalIHBaHHE NOAOKHTERbHBLH COOTBETCTBYET
pE3YNLTAT
Cpeanas macca Tabnetok 0,275-0,304 r 0,287 r COOTBETCTBYET
OnHopoAHOCTEL A03HpoBaHHA Mo | 2/20 £ 5 %, 0/20 = 10% COOTBETCTBYET COOTBETCTBYET
macce
Bona (o merory Kapna He Gonee 8,0 % 4,5%
Pumepa) COOTBETCTBYET
PacTBopeHHe aKTHBHOT
dapManeBTHYECKO#H
cybeTAHUHH
Yepes 30 munyt (Q = 75 %) He Menee 80 % 96; 91; 93; 96; 93, 94 % |cooTBercTBYET
Ipumecs (BIIKX) '
HaeutndnunpopanHble He Gonee 0,5 % 0,05 % COOTBETCTBYET
€NHHHYHBIE NPOLYKTHI
PA3NOKEHHA
HeunneHTHOHUHpOBaHHbBIE He Gonee 0,2 % 0,07 % COOTBETCTBYET
€NMHHYHBIE NPOAYKTHI e
pasN0KEHNS O ity N
Ofbiwee coaepxaHue He Gonee 0,7 % 0,19 % é@?‘éfﬂ%ﬁ
HEWACHTHHUKHPOBAHHBIX ¥ W
NPONYKTOB PasNoKEHH n ?ff-""
Obutee coaepxanye e Gonee 2,0 % 0,29 % Qrége@ya‘r‘
npumeceft ot
MukpoGuosiornueckas
uHCTOTA s
- I'd XI1 kareropus 3A ‘y": ,_;r_hé; .
O6wee uneno adpobHbIX He Gonee 1000 KOE/r 0KOEir coorme'r'cfliye'r




Crpannua 2 u3z2

Ceprudukar ananuza

Saneca

Pharmaceuticals

Crogaxcrkan pecrnybauxa

IIpodyxm TOPBAKAPA®
Hosep npodykma 12004788 Cepun LIMS HV
Hoxep cepuu 4511119 Paivep aotnywennoil cepuu
Hozupoexa 20 mr
Jlexapcmeennas popra TabneTKH, NOKPLITHIE
mNeHouHOH 06oaouKoH
Pazmep ynaxoexu 30 1abaeTok, ROKPLITHIX Hama nposedenusn
nacHouHo# obonoukoi anasu3a
| Jama npouseodcmea 11.11.2019 Creyuguxayun
Hama uemewenun cpoxa 31.10.2023 Pezucmpayuonnoe
2adnocmit yoocmaoeepenie Ne
Cmpana-wsinopmep Poccus
GMID 682498

712826
32 595 YINAKOBOK

26.11.2019

HJ JIC-000438-040419
JIC-000438

ADH, npouzeodumens: Cone amaopeacmanuna kaaeyus — Canexa Papmaceromuranz a.c. - Nitrianska 100, 920 27 Hiohovec,

He Gonee 100 KOEir
oTcyTCTBHE B 1

O6uee ykcno rpubos
Orcytcreue Escherichia
coli
OaH0poaHOCTE A0IHPOBAHHA
OanoponHocTe no3upoBans | He Gonee 15,0
no coaepxanuio (AV)
KoanuecTBeHHOE onpeaencHie
(BI¥KX)
KonuuectserHHoe onpeaencHne
aToppacTaTHHa 8 | Tabnerke,
MOKPEITOH NIeHOMHOH
ofono4koi

19,0--21,0 Mr

0KOET

12,3

19,6 mr

OTPHUATCBHO

COOTBETCTRYET
COOTBETCTBYET

COOTBCTCTBYET

COOTBCTCTBYCT

Cooteercrayer TpefoBaHNAM HOpMaTHBHOH AOKYMEHTALIHH.

Hacroawmy A NOATBEP#AAD, YTO BbIIICYKa3aHHaA HH$OpMAUMA SBAKETCA BEpHOH W TQUHOHW, UTO HCMOML3OBAHHLIE YNAKOBOYHBIE
MATEPHAJILl B COOTBETCTBHH ¢ MAKETaMH, PaCTIONOKCHHLIMA B AKTHBHOM CTaTyce B cHCTeMe BucTa W uTo mepemenHas unopmanun
(HOMEp CEpHH, CPOK FOXHOCTH, 1aTa MPOW3BOICTBA) KOPPEKTHAA M HAHECEHA B COOTBETCTBYIOLIHE MONA. [IpOMIBOACTBO JaHHOH cepuM
NpoAyKTa, BKIIOYas YMAKOBKY H KOHTPOTb KAuecTRA HA COOTBETCTBYIOLIMX OOBEKTAX,
Hapnexawe# npoussoncteennoft npaktukd (GMP) EC, MecTHBIX perynsaTopHLIX OPraHoB ¥ PCTHCTPALHOHHOTO YROCTOBEPEHUS
MMOOPTHPYIOWEA crpanbl. [lo pesynsTataM npoBepkH 3anucell O NPOM3IBOACTBE, YMAKOBKE W AHANH3E CEpHM OBINO YCTAHOBAEHO

cooTeeTcTBHE TpeCSoBaHuaM GMP

.Paipeweno k npogake

[MponIBOACTBEHHAR MAOIMALKA:

«Cattexa PapMaceioTHRaNC a.c.», Hutpuancka 100
92027, I'noropeu, Cnosaukan Pecny6nmka
Peructpaunonnelii Homep: VL 059/13-2
Ceprudukar GMP Ne: SK/009V/2017

YTBep#aeno, ynoanomouennoe auuo Kapnoscka Mapuana

MOTHOCTLIO COOTBETCTBYET TPCGOBEHHRM

MecTo BeINycKa H KOHTPONA KadecTsa:

Pervictpaudonssiii HoMep:
Ceprudmkar GMP Ni: S

Hara: 27.11.2019

«Cancra QapMACKTHRATC a.c.0 - Humpuanexa 100, 92027, Faoropeu. Chosaukan Pecnyimka
Tea(+421} 33 736 1111, @agc (+421) 33 730 0890. E-mail: saneca @ saneca.conl — www.saneca.com
1C0 46 833 323 - [C DPH 5Kk2023599842 — Tartabanka a.s — c.u 2920123416/1100

ROMMEPUCCKHiE pernerp paiiotioro cyaa Tyvasa, paviea Sa, novep seraskn: 106017
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Certificate of analysis

Product TORVACARD ®
Product nuniber 12004788 Batch LIMS HV 712826

Batch number 4511119 Released quantity 32595 PACKS
Dosage strength 20mg
Dosage form film-coated tablets
Packaging size 30th! Date of analysis 26.11.2019
Manufacture date 11.11.2019 Specification LS-000438-040419
Expiry date 31.10.2023 Marketing authorisation LS-000438
Importing country Russia No.

GMID 682502

API, manufacturer Atorvastatin Cale.Salt - SANECA PHARMACEUTICALS a.5 - Nitrianska 100, 920 27 Hiohovec, Stovak Republic

Test Limits Results Evaluation
Appearance

Description white to off-white, oval, biconvex, | complies .

film-coated tablets complies

Identification

Atorvastatin correspondence of chromatograms | positive complies

Calcium red colouring positive complies

Titanium dioxide yellow-orange colouring positive complies
Average mass of 1 tablet 02752100304 g 0.287¢g complies
Uniformity of mass 2120+ 5%, 020+10% complies complies
Content

0,

Water (K.F.) NMT 8.0 % 4.5% complies

Dissolution active substance
. _ e «01:03-06-03-04 ©

After 30 min.(Q=75%) NLT 80 % 96;91,93,96,93;94 % complies
Purity HPLC

Known degradation products NMT 0.5 % 0.05 % complies
individually p

Unknown degradation products NMT 0.2 % 0.07 % complies
individually .

Sum of unknown degradation NMT 0.7 % 0.19% complies
products P

Sum of all impurities NMT 2.0 % 0.29% complies

OO N

Microbiological quality : ﬁ’:‘_\g ; o ey

Microbiological purity g
Ph.Eur.5.1.4.

Total aerobic microbial count | NMT 10° CFU/g 0 CFU/g
(TAMC)
Total combined yeasts/moulds | NMT 10? CFU/g 0 CFU/g

(TYMC)

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hlohovec - Slovenska republika
Tel: (+421) 33 736 1111, Fax (+421) 33 730 0B90. E-mait: saneca@saneca com — www.saneca com

ICO 46 633323 - IC DPH 5K2023599842 - Talrabankaa s - & U 2920123416/1100
Qbchodny register Okresndng sicu Tineva Ddded Sa ok Sisia 1000117




Saneca
Pharmaceuticals

Page 2 of 2

Certificate of analysis

Product TORVACARD ®
Product number 12004788

Batch number 4511119
Dosage strength 20 mg

Dosage form film-coated tablets
Packaging size 30 thi
Manufacture date 11.11.2019
Expiry date 31.10.2023
Importing country Russia

GMID 682502

API manufacturer Atorvastatin Calc.Salt - SANECA PHARMACEUTICALS as - Nitrianska 100, 920 27 Hlohovec, Slovak Republic

Batch LIMS HV 712826

Released quantity 32595 PACKS
Date of analysis 26.11.2019
Specification LS-000438-040419
Marketing authorisation LS-000438
No.

Absence of Escherichia coli

Uniformity of dosage units
Content uniformity - AV

Content-HPLC

Content of atorvastatin in 1
film-coated tablet

absencein 1 g

AV =150

19.0mgto 21.0 mg

absence complies
123 complies
196 mg complies

Conformity with the specification.

Phereby certify that the above information is authentic and accurate, and that the packaging materials used are in compliance with
Anworks in Active Boom in Vista and that the variable information (lot number, expiry date, production date) is correct and located in the
appropriate fields. This batch of product has been manufactured including packaging and quality control at site that is fully functional in
accordance with EU GMP requirements, local regulatory authorities and the marketing authorization of the importing country. Batch
processing, packaging and analysis records have been reviewed and found to comply with GMP.

Manufacturing site:

Release for sale

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak Republic
Authorisation number :  V-15/2019
GMP Certificate No : SK/009V/2017

%d(, & ”? i

Certified by QP:

Karlovsk4 Mariana

: Sanoca Pharmaceuticals a s
; Nitrianska 100

Sanecn

i 520 27 Hichovee

! Slovenska repubita
{ 1C0: 46833 323
PIC DPH: SK2023599842 55

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : V-15/2019

GMP Certificate No : SK/009V/2017

Certified on: 27.11.2019

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 820 27 Hiohovec - Slovenska republika
Tel: (+421)33 736 1111, Fax (+421)33 730 0890, E-mail 53Necailisaneca.com - www Saneca com
ICO 46 833323 - IC DPH SK2023504842 - Tatrabanka as - & ¢t 2920123416/1 100

Cibehogny regater Okreandho sudu Trmava Oddet Si

Viatka figha 108017



