JIEKJAPAIISL O COOTBETCTBHH

JEKJIAPAHT, IPAHMMATOIIHIT AEKJAPAIIHIO O COOTBETCTBMH

AO "Canogpu Poccus”

Ceedenus o pezucmpayuu opzanusayuu: Mesicpatiornan uncnexyus Qedepanvroii Hano2080i cayscbvr N 46 no
2, Mockee 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcran, 0. 22, Teneghon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Nenepanvnutii oupexmop Mownxc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dogepennocms 6/n om 01.12.2017

SAABJUIET, UTO
nexapcmeenHoe cpedcmeo: Jatigheaum, xancynor 400 mz 30 wm., gaaxonvt (1), nauxu kapmonnvie, PV Ne IT

N014485/01 om 14.10.2011 (dama samennt 23.04.2018) avroano AO "Canoghu Poccun", cepun 3020219,
napmusn 14559 ynaxoeox, 2o0en 0o 31.01.2022, npouseodcmea Canexa @apmaceiomuxanc a.c., Croeayxan
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIJ2
21.20,10.110, oo TH B3 2936280000, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085326590 om 13.03.2019

COOTBETCTBYET TPEEOBAHHAM

II N014485/01-150212 usm. Ne I-5

JEKJAPAITAA ITPHHSTA HA OCHOBAHHHA

npomoxon uchuimanuti Ne 7960 om 19.03.2019 HJI OO0 HIL] "©APMOBOPOHA", ammecmam axxpeOumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC SK.@M0O8.C36371 om 19.03.2019

}IATA PHHATHIA J.IEKJIAPA]IHH 19.03.2019

~ Crenanos C.C.
®.1.0

CBEJAEHMUS O PETUCTPAIINA

OPTAH I10 CEPTUOHKAIIAH, 3APETHCTPHPOBABII A JEKJAPAIINIO

RA.RU. 11®OMO8 OPTAH ITO CEPTHOHKALIMH TPONVKLHH OBLJECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOW JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mocxea, yr. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyrr.peh.

JEKJAPAITHAA O COOTBETCTBHUH 3APET'MCTPUPOBAHA M POCC RU JI-SK. ®M08.A.19094/19
JATA PETHCTPAIINMA 19.03.2019
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Crpannna 1n3 2

Ceprudukar aHannza
Ipenapam LIFEVIT 400 mr
Hovep npodykma 12004760 Cepun LIMS HV 653368
Homep cepuu 3020219 Buinyujennoe xonuvecmso 14 559 YTIAKOBOK
\osupoexa 400 mr
Vlexapcmeennan KancyJbl
dpopua
Vnarosxa 30 xancyn Hama ananuza 22.02.2019
Tama npouseodcmea 01.02.2019 Creyudbuxayun P N0O14485/01-150212
Wama ucmevenun 31.01.2022 Pezucmpayuonnoe P N014485/01
cpoka 200HoCmU yoocmosepenue Ne:
Cmpana-umnopmep: Poccus MNe
TokasaTenab [Hopma Pe3ynbTaT
NHCAHHE KpacHble, OBaNbHBIE KANCYJIb, COOTBETCTBYET
nucaHue 3AN0NHEHHBIE NPO3PaYHOI cilerka
MACITAHHCTO ¥HAKOCTBIO XKENTOTO
LBETA
penHsas Macca conepxumoro 1 0,409 -0,452r 0,428 r
Kancynbl
IHOPOOHOCTE A03HpoBaHHA o |18 w3 20 kancyn £ 7.5 %, 2 3 20 cooTBeTcTBYET
acce kancyn = 15 % oT cpenHeit Maccht
ACNafacMocTh 8 He Gonee 15 Mun 3 MUH
HCKYCCTBEHHOM JKENyA04HOM
OKe
oaamnnocTs TCX
Toxodepona auerara MOEHTHYHOCTL BenuiuHbl Rf [HOROKHTENLHO
TonTHHHOCTD - LBETHAA
peaxuMa
Toxodepona auerata MOABAEHHE OPAHKEBO-KPACHOTO  [MONOKUTENBHO
LBETA
TMoanHHHOCTE
Kpacutens nyHuoselii (Rubor  [HoeHTHYHOCTL BenuuHHu Rf MONMKHTENBHO
ponceau) 4R (E-124)
KHCIIOTHOE YHCnO He donee 2,0 mr KOH/T 0,06 Mmr KOH/T
(Conep:xanne BIXKX
Conepxanue Tokogepona 10,3800 1 - 0,4200 r 00,3904 r
faueTata B | kancyne
Coaepxanne MeTunnapabena B 0,101 mr— 0,123 mr 0.106 mr
1 kanicyne
MukpoGuoaoruueckas
YHCTOTA
- ' XIII, kateropus 3A
Obwee yncno a3pobHEIX He 6onee 1000 KOE/r 0 KOE/r
baKTepHii
O6uee yncno rpuGos He Gonee 100 KOE/r 0 KOE/r
OtcytcTeHe Escherichia coli OTCYTCTBHEB | T OTCYTCTBYET
CpoGoaubtii Toxodepon He 6onee 1,0 % 0,10 %

CooTBeTCTBIE HOPMAM CrieLHPHKALNH.




Crpannua 2 w3 2
CepTnduxaTt anaania

FIpenapam LIFEVIT 400 mr

Howep npooykma 12004760 Cepun LIMS HV 653368

Howep cepuu 3020219 Buinyujennoe xonuvecmso 14 559 YITAKOBOK
Tozuposxa 400 mr

Texapcmaennan KAMCYIbl

Dopya

Ynarosrxa 30 kancyn Hama ananuza 22.02.2019

Tama npouzsodcmsa 01.02.2019 Cneyugpurayun P NO14485/01-150212
Hama ucmevenus 31.01.2022 Peaucmpayuonnoe P N014485/01

cpoka 200HoCmU yoocmogeperie Ne:

Cmpana-wvnopmep: Poccus Mo

HacTosumM noaTsepk a0, 4To BpllicyKa3aHHas uHbopMaIlis 4BasSeTcsd ZOCTOBEPHOM U
TOYHOMH. JTa cepus npenaparta Obl1a U3TOTOBIEHA, BKJIIOYAS YIIAKOBKY H KOHTPONb KAa4eCTBa, B
IOJIHOM COOTBETCTBHHM ¢ TpeOosaHuamMH Hannexameii npouzsoacTeenHoi npaktuku (GMP)
MECTHOTO KOHTPOMHPYIOLIETO OpraHa i perHCTpalliOHHBIM YIOCTOBEPEHHEM CTPAHEI-
nuMnoprepa. JIoOKyMeHTEI, KacalolHecs IPOU3BOACTBA, YNIAKOBKH H aHANIH3a CEpHM, OBITH
[IPOBEPEHE! H IIPH3HAHBI COOTBETCTBYIOMKMH TpeboBanusM GMP.

Brinyck cepuii B npoaaiy

MecTo nponssoacTea: KonTponb kavecTBa # BLINYCK:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic

Howmep peructpaunonHoro ynocrosepenua: VL 059/13-2  Homep peructpaunoHHoro yaoctosepenns: VL
GMP Ceprubuxar Ne: SK/009V/2017 059/13-2

GMP Ceprudmrar No: SK/009V/2017

Ynocrosepeno Xonukosa Slpocnasa YnocToBepeHo: 05.03.2019
OTBETCTBEHHBIM
JHIOM:




Page 1 of 2

Certificate of analysis

Saneca
Pharmaceuticals

Product LIFEVIT 400 mg
Product number 12004760 Batch LIMS HV 653308
Batch number 3020219 Released quantity 14559 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 22.02.2019
Manufacture date 01.02.2019 Specification P N 014485/01-1502i2
Expiry date 31.01.2022 Marketing authorisation P NO14485/01
Importing country Russia No.
Test Limits Results
Appearance
Description red oval capsules,the capsule fill complies
is clear slightly yellow oil
Average mass filling of 1 cps. 0.409g1t00452 g 0428 g
Uniformity of mass 18/20 cps. £ 7.5 %, complies
2/20 cps. £ 15 % from
determined average mass
Disintegration in artificial stomach NMT 15 min 3 min
juice
Identification TLC
Tocopherol acetate identicat Rf positive
Identification - colour reaction
Tocopherol acetate orange-red colour is produced positive
Identification
¢olour Rubor ponceau 4R identical Rf positive
(E-124)
Acid value NMT 2.0 mg KOH/g 0.06 mg KOH/g
Content HPLC
Content of tocopherol acetate 0.3800 gt 0.4200 g 0.3904 g
in 1 caps.
Content of methylparabene 0.101 mgt00.123 mg 0.106 mg
in 1 caps.
Microbiological quality
- GF XIII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absentint g absence
Free tocopherol NMT 1.0 % 0.i10 %
Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nilnanska 100 - 920 27 Hiohovec - Slovenska republika
Tel: (+421) 33736 1111, Fax; (+421) 33 730 0890, £-mail: saneca@saneca.com - www $aneca com

180 46 833322

Orchodny registol Ckresndho sudu Mnava Codd Sa Viodua &

IC DPH SK2023599842 - Talrabanka 2.5 —& U 2820123416/1100

10801/T
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Saneca
Pharmaceutical:

Certificate of analysis

Product LIFEVIT 400 mg
Product number 12004760

Batch number 3020219

Dosage strength 400 mg

Dosage form capsules
Packaging size 30 cps
Manufacture date 01.02.2019
Expiry date 31.01.2022
Importing country Russia

Batch LIMS HV 653368

Released quantity 14 559 PACKS
Date of analysis 22.02.2019
Specification PN 014485/01-150212
Marketing authorisation P N014485/01
No.

I'hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality contro! at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/i2017

Certified by QP: Holigkova Jargslava

['\

compliance with GMP.

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Centificate No : SK/009V/2017

Certified on: 05.03.2019

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Hiohovec - Slovenska republika
Tel: (+421)33 736 1111, Fax: (+421) 33 730 0890, E-mail saneca@saneca com - www saneca com
ICO 46 833 323 - IC DPH 5K2023599842 - Tatrabanka as - & ¢ 2920123416/1100

Obehoany rogster Jkresndhe sikdu Tinava, Cdaie! $3. Viodhe tisic 10804/T



