TEKJAPAIIS O COOTBETCTBUHA

JEKJAPAHT, IPHHUMAIOIAN JEKJAPAIIHIO O COOTBETCTBHHA

AO "Canogu Poccun"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyua Dedepansnoti Hanoz060i caysicovr No 46 no
2. Mockege 01.01.2008, OI'PH 1027739079940, oama npuceoenuss OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenegpon/thaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuoiil oupexmop Mornaic O.A.

Hoeepennoe nuyo: Cmenanoe C.C., Oogepenrnocme 6/n om 01,12,2017

SAABJISET, UTO
nexapcmeernoe cpedcmeo: Ilenmoxcugunnun Canodu, mabnemuu nokpeimote obonouxoi 100 mz 60 wm.,

graxonwr (1), nauxu kapmonnve, PY Ne [T N012051/01 om 10.06.2010 (dama 3amenwr 19.03.2018) svidano AO
"Carnoghu Poccun", cepusa 5051118, napmun 19767 ynaxoeox, 200ew do 31.10.2023, npouszeodcmea Canexa
Dapmacviomukarc a.c., Croeayxaa Pecnybmura, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27
Hlohovec, Slovak Republic koo OKIT[2 21.20.10.144, xod TH B3 3004490009, xoumparm Ne
250/40056192/F-2 om 20.10.2010, ungosic Ne 9085319934 om 15.01.2019

COOTBETCTBYET TPEEOBAHUAM
IIN012051/01-100610 uzm. Ne 1-4

JEKJIAPATITUS IPHHATA HA OCHOBAHIH
npomoxon ucnvimanui Ne 1710 om 22.01.2019 HJI OO0 HI] "@APMOFOPOHA", ammecmam axkpedumaryuu

POCC RU.0001.21DJI40, Cepmugpuxam POCC SK. OMO8.C32066 om 23.01,.2019

JATA TIPHUHSTTHST NEKJIAPAIIMIH 23.01.2019
JEKJIAPAITUS JERCTBHTEILHA O 31.10.2023
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Crenauos C.C.
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CBEJEHMSI O PETHCTPAIIIA

OPI'AH 110 CEPTHO®UKAITHN, SAPETACTPUPOBABIIUH JIEKJIAPALIATIO

RA.RU.11®M08 OPIAH 1O CEPTH®HKALHH ITPOLYRI[HH OFII[ECTBO C OI'PAHHYUEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOM IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mocxsa, yn. Macmeproea, 9. 4, am. 5, nom. I, xom. 1, adpec opaana no
cepmudgpuxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxoga, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
caiim: OyKK.pg.

HEKJAPAITHS O COOTBETCTBHM 3APEI UCTPHPOBAHA M POCC RU JI-SK.DMO8.A.13394/19
JATA PETHCTPAIIAW 23.01.2019
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Crpannua 1 ns 2

Cepruduxar ananmnsa

Hpodykm HEHTOKCHOHJLINH CAHOOH

Hovep npodyrma 12004769 Cepua LIMS HV 650799

Hoatep cepuu 5051118 Pazyep suinyigennoil cepui 19 767 YITAKOBOK

Hoziposxa 100 mr

Hexapemeennas ropsa TabneTkn NPOAOHTHPOBAHHOTO
AeHicTRHA

Pazvep ynarxosxu 60 Tab:1eTOK. NOKPBITHIX Hama nposedenus anaanza 26.11.2018
nagHoynol obonouxoii

Hama npouzeodcmed 05.11.2018 Creyugurayus 1 NG12051/01-100610 u3m.3

Hama ucmenwenun cpoka 31.10.2023 Peeucmpayuonnoe 1 NO12051/0]

200HOCMI yoocmogepernte No

Cmpana-usnopmep Poccun

Henriranue Hopmul PesyantaTh!

Onucanne

Onncanne Ta0IeTKH KPYIIbIc ABOAKOBBHTYKIBIC |COOTBETICTBYET

Den0ro wan novTH 0E10T0 LBETA,
MNOKPBITHIE TEEHOYHOH 060104k

MNoaanuuoecrs (BINKX)

TienTorcHuIIHH BY (obpazua) = BY {cranzaapra) AOIOMHTEIbHBI pe3yanTaT
Noaauaunocts (Yd)

Tenroxenguanuu COOTRETCTRYET CHEKTPY [OACKHTENALHEA pe3yibTaT
HMoxaunnoceTs

Turana ABOKCHA OKpalIHBaHHE B OPAHXeBsIH upet NOKHTEALHBHT Pe3yIbTaT
Cpeansn macca rabiaerok 0,3325-0.3675r 06,3538 r
OaxopoaHOCTE Z03HPOBAHHE N0 ne meHee 18 Tabaetox £5 % CootsercTRyer
macee ne 6onee 2 Tabnetok + [0 % ot

yeranosneHnoH cpeatel Macent

Pacnanaemocts He Gonee 60 Muu H mun

PacTeropenue akrusHoil
PapmauesTHyeckoii cybeTanunn

uepes | uac He menece 75 % 97.97.95;97.97.94%
Hpumecs (BIWKX)

[Mpumecs A He Goaee 0,1 % < 0,05 %

Hpumecr C He 6onee 0,1 % H/O

ITpunecs F He G6onee 0.1 % <005 %

Jpyrue eanHudHbIC NPHMECH He Bosee 0,1 % 0,08 %

Cymuma npuMeceit He 6osee 0.5 % 0,08 %

MukpoGuonorryeckan YHCTOTA
- Enp. dhapu. 5.1.4., kareropus 3A

Obmee s1ca0 azpobunix He 6onee 1000 KOE/r 0 KOE/r
MHKPOOPTaHHIMOB

Otee yHcmo rpudon He 6o:iee 100 KOE/r 0 KOE/r
Orcytersue Escherichia coli OTCYTCTBHE B | roan 1 M OTPHLATERLHO

KoandecTrsenHoe enpeaenenne
(cneKkTpaaLHLIIT AHANNS)

IenToxcudminy g T Tabaerke 0.095-0,105 ¢ 0,102 r

Cootpercrayer TpeboBaHHAM HOPMATHBHON ACKYMEHTAHHE,

«Canera MEpUAChIFEIRA .00 - Hiepnaunea 0 9227, Lasrosen, Coosanran Peomviimus
Pen 44211 33 T30 1111, thase (44217 33 730 0890, F-mail: sapecs @ Sanesa.com — www,siieca.comm
{00 46 833 323 - 1C DI'H SK2023509842 - Tartubanka a5 — c.e 2920123416/1 140

Rousepuecs it perise vp patitorsora oy ar Tvana. passe o 8a0 moven neyanwn: BT



Saneca

§'”3< o o g e g oL e -
Fhalimadegudgis

Crpanuua 2 uz 2

Ceprnpuxkar anaiuza

Ipoadyiem HEHTOKCHOILLIHH CAHO®H
Hoxtep npodykma 12004769 Cepusa LIMS HV 650799
Hoxep cepun 5051118 Pazsep eoinyuennon cepun 19 767 YIIAKOBOK
Hozupogka 100 T
Hexapemeennan dhopua TabaeTkH POJOHIUPOBAHHOTD
JeHcTBRA
Pazsep ynarogru 60 rad:eTox, NOKPLITEIX Hama nposedenua anarusza 26.11.2018
naenouHoi oGoaouxof
Jama npouzsodcmea 05.11.2018 Creyughurayus ITNO12051/0E-100610 nam.3
Hama uemevenus cpoxa 31.10.2023 Pezucmpayuonnoe ITNO12051/01
200HOCHH yoocmogepenie Ne
Cmpana-usnopmep Poccus

HacTognmy 2 toaTsepiaar, 410 BullleykasaHHas HHGOpMALIAA ABAseTCA BepHOH 1 Tonioi, [TIPoH3ROACTEO KAHHOM CEPHY NPOIYKTA,
BKII04YAR YTIAKOBKY H KOHTPOIE KAUECTBA HA COOTRETCTRYIOMINX 00BEKTAX, NOIHOCTHIO COOTBETCTRYeT Tpebosannam GMP EC u
MECTHBIX PEFyIATOPHBIM OPTaHOB, 8 TAKKE HOPMaM, YKa3aHHLIM B PEFHCTPAIIMOHHOM YIOCTOBCPEHHHN CTPAEI-HMAOPTEpa. 3aHMCH O
fIPOH3BOACTRE, YIIAKOBKE H aHATHIE CEPHH ORLIM TIPOBEPEHEL I APHIHAHE]
cooTercTByOMMHK Tpefosannay GMP.

Paspewreno k npoaaske

IponiBoacTBeHHAA NAOIAAKA: MecTo BBINYEKA W KOHTPOJIA KAYECTBA:
«Carexa PapmacbioTHKanc a.c.», Hurpuancka 100 «Canexa ®@apmachiotiianc a.c.», Hurpuancxa 100
92027, ¥ aoroseu, Caosaukas Pecnybiuka 92027, 'noroseu, Caosaukas Pecniybanxa
Pervcrpaunonnstii Homep: VL 059/13-2 Peructpaumonssiif Romep: VL 059/13-2
Ceprudurar GMP No: SK/009V/2017 Ceptudurar GMP No: SK/009V/2017
¥raepixaeno, ynogaoModeHsoe anuo Papkacosa DML HAara: 06.12.2018

«Cunery Dapuacmoineaae a.00 « Horpoanesa 10, 92027, Laovonen, Caosasias Peen 5o
Tea (#4211 33736 THLL, dagee (44210 33 730 0890, Lonmail: saneci @ SHReci.com — www.SHecs.com
LCO 360 833 323 - 1C DPI SK2023599840 — Tartabanky as — on 29201234 16/1 100
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Certificate of analysis

Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country

PENTOXIFILLIN SANOF1

12004769 Bareh LIMS HY

5051118 Released quantity

100 mg

coated tablets

60 tb! obd Date of analysis
05.11.2018 Specification

31.10.2023 Marketing authorisation
Russia No.

650799
19767 PACKS

26.11.2018
P NOI2051/01-100610 zinena 3
PNO12051/01

Test

Appearance
Description

Identification HPLC
Pentoxifylline
Identification TLC
Pentoxifylline
identification
Titanium dioxide
Average weight of | tablet
Uniformity of mass

Disintegration time
Dissolution active substance
After 1.hour
Purity HPLC
Impurity A
Impurity C
Impurity F
Other impurities
Sum of all impurities
Microbiological quality
- category 3A - GFXI
Aerobic bacteria
Fungi
Enterobacteria
Pseudomonas aeruginosa
Staphylococcus aureus
Content - titration
Pentoxifylline in 1 tbl.

Limits

glossy white coloured
fenticular coated tablets

identical RT
identical Rf

orange colour is produced
0.3325g100.3675 g
NLT 18 tbl. £ 5 %,

NMT 2 tbl, = 10 % from
found average mass
NMT 60 min

NLT 75 %

NMT 0.1 %
NMT 0.1 %
NMT 0.1 %
NMT 0.1 %
NMT 0.5 %

NMT 1 000 CFU/g
NMT 100 CFU/g
absence’/g or ml
absence/g or ml
absence/g or mi

0.095100.105 ¢

Results

complies

positive
positive
positive

0.3538¢g
complies

1 min

97:.97;95,97:97,94 %

<0.05 %
ND
<003 %
0.08 %
0.08 %

0 CFu/e
0 CFU/g
negative
negative
negative

0.102 g

Conformity with the specification,

Sansra Pharmaceuticals a.8. - N
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Certificate of analysis

Product PENTOXIFILLIN SANOF1

Product number 12004769 Batch LIMS HU 650799

Bateh number 5051118 Released guantiny 19767 PACKS

Dosage strength 100 mg

Dosage form coated tablets

Packaging size 60 thl obd Date of analysis 26.11.2018

Manufacture date 05.11.2018 Specification PN012051/01-100610 zmena 3
Expiry date 31.10.2023 Marketing authorisation  PNG12051/01

Importing country Russia No.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including
packaging and quality control 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 compliance with GMP,

Release for sale

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VI, 055/13-2
GMP Certificate No : SK/00%v/2017

FarkaSova Emilia

Certified by QP:

Quality control and release site:

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

Certified on: 06.12.2018




