GEROT @@ LANNACH

«I".JI. ®apma I'm6X» - JJAHHAX
[nocennari 1

A-8502 Jlannax, ABcTpus
Tenedon: 03136/82577-0

CEPTUGUKAT AHANU3A/ sl
CERTIFICATE of ANALYSIS
HaumeHoBaHue npenapara/ Basonut® 600 mr TabneTkn ¢ NPONOHMMPOBaHHLIM BbiICBOGOXAEHWEM, NOKPLITLIE NNEHOYHOR
Product name: oBonoukoi
Vasonit® 600 mg prolonged-release film-coated tablets
Cepus Ne/ Batch no.: E05491
[ara npouasoacrea 07.2021
Manufacturing date:
loneu po/ Expiry date: 06.2026
Konw4ecteo Tabnetok B 20
ynakoske/ Package size:
Mpenapart / Product [BasoHuT® 600 mr TabneTku ¢ NPONOHIMPOBAHHBIM BbICBOBGOXAEHUEM, NOKPLITLIE NNEHOUYHOK 060N0YKONR

\Vasonit® 600 mg prolonged-release film-coated tablets

MHH/INN MenTokcudunnuu / Pentoxifylline

CtpaHa — npoussoaurens / Country of |AscTpua / Austria

manufacturer

Homep perncTpaunoHHoro M N013693/01 para peructpauun 05.07.2010 / Registration date 05.07.2010
lvaoctoeepenna / Number of registration

certificate Nata nepepeructpauum 30.11.2020 / Variation date 30.11.2020
HopmatusHan gokymeHTauusa/ M NO013693/01-301120

Wamenennn /Nomative

Document/Variation number

lepxaTent perucTpauuoHHOro 000 Bayw Xenc / Bausch Health LLC
[vaocroBepennn / Marketing

Authorization Holder

Mmnoprep / Company Importer 000 Bayw Xenc / Bausch Health LLC
No3aupoBka/akTMBHOCTL MenToxkcuchbunnuu 600 mr / Pentoxifylline 600 mg
[Strength/activity

NexapcTeenHan popma /Pharmaceutical
r""“ [TaGneTkn G NPONOHIMPOBaHHBIM BLICBOGOMAEHIEM, NOKPLITLIE NNEHO4HOH 06oNOYKOA/

prolonged-release film-coated tablets

'aamep i Tn ynakosku / Volume and o 10 TabneTok 8 MBX/An 6nuctep. Mo 2 GnucTepa BMECTE C MHCTPYKUMEH NO NPUMEHEHHIO B

type of package kapToHHylo nauky. / 10 tablets in PVC/AI blister. 2 blisters together with the patient information leafiet in a
carton.
Homep cepun / Batch number [E05491
Paamep cepuu / Batch volume 15.000
\Nara npous.soncraal 07 2021
Manufacturing date

Crpannua 1m3 5



GEROT @@ LANNACH

«I".JI. ®apma 'mM6X» - JAHHAX
HInoccruar 1

A-8502 Jlannax, ABcTpus
Tenedon: 03136/82577-0

I(n A n ®dakc: 03136/81563
CEPTUOU TAH U3A/ e-mail: office lann::hc@g] pharma.at
CERTIFICATE of ANALYSIS -
HawmeHoBaHue npenapara/ Bazonut® 600 Mr TabneTkm C NPONOHIMPOBaHHLIM BLICBOBOXAEHMEM, NOKPLITLIE NNEHOUHOM
Product name: obonoukoi
Vasonit® 600 mg prolonged-release film-coated tablets
Cepus Ne/ Batch no.: E05491
[ara npoussoacTea 07.2021
Manufacturing date:
lopeH po/ Expiry date: 06.2026
Konuuyecrtso TabneTtok B 20
ynakoske/ Package size:
Foaew ao / Expiry date 06.2026
Mpon3BOACTBEHHLIE NNOWAAKH, MpousBoacTBO roToBOW NekapcTBeHHoM topmbl/ Manufacture of Finished Dosage Form:
y4acTeyloLwme B npouecce I‘.ﬂ.d:apua m6X, ABcCTpHMA, Mﬂnyc'rpnu.rrpacoe 1, 8502 NauxHax, Ascrtpun / G.L.Pharma GmbH, Austria,
POW3BOACTEA C yKasaHWeM CTaaui Industriestrasse 1, 8502 Lannach, Austria
POMIBOACTEA, HAZBAHMA 1 MepenyHan ynakoska/Primary Packager: ".J1.®apma M'm6X, Asctpus, Mnaycrpuwrpacce 1, 8502
: Nannax, Asctpua / G.L.Pharma GmbH, Austria, Industriestrasse 1, 8502 Lannach, Austria

BKTUHECKHX MECT HaXoXAeHUA / ropuunas/noTpeGuTensckan ynakoska/Secondary (Consumer)Packager:
Jl.®apma MMGBX, Asctpus, Muaycrpuwrpacce 1, 8502 Nannax, Asctpua / G.L.Pharma GmbH, Austria,
lame, address for manufacturing site, |industriestrasse 1, 8502 Lannach, Austria
ndicating the stages of production pouzsoguTent (Buinyckaowwi KOHTponL kavyecTea) Batch Releasing Site
J1.®apma 'm6X, Aectpus, LLinoccnnaTy 1, 8502 Jlannax, Asctpus / G.L.Pharma GmbH, Austria,
chlossplatz 1, 8502 Lannach, Austria or I".J1.®apma "'m6X, Aecmpus, MHdycmpuwmpacce 1, 8502
laHHax, Aecmpusn / G.L.Pharma GmbH, Austria, Industriestrasse 1, 8502 Lannach, Austria

NMuueHsns Ha nponssoacTeo /

[Manufacturing License 81348

ICepTudbukar cootsetcreua GMP EU /  [[NS-481348-0046-009 valid till 28.05.2021 G.L.Pharma GmbH, Industriestrasse 1, 8502 Lannach,

Certificate of GMP EU compliance ustria; INS-481327-0046-009 valid till 28.05.2021 G.L.Pharma GmbH, Schiossplatz 1, 8502 Lannach,
ustria

CepTucpmxar cootseTcTams RU GMP /  [[.J1.®apma M'M6X, Asctpus, LLinoccnnary 1, 8502 Naxxax, Asctpua / G.L.Pharma GmbH, Austria,

Certificate of GMP RU compliance chlossplatz 1, 8502 Lannach, Austria - Ne GMP-01246/19/AT go 19.07.2022 / Ne GMP-01246/19/AT

lid till 19.07.2022
J.®apma M'MBX, Asctpun, Unayctpuwrtpacce 1, 8502 Nannax, Asctpus / G.L.Pharma GmbH,
ustria, Industriestrasse 1, 8502 Lannach, Austria - Ne GMP-01462/20/AT ao 06.02.2023 / Ne GMP-
1462/20/AT valid till 06.02.2023

Nponasogutens-nu AGW, Hassauwe/ anofi India Ltd.
IAP| Manufacturer(s), name

Homep cepuin AGWAPI Batch Number  [20/3829

perature not higher than 25° C

[KommenTapuu / Comments 3aWMWLEHHOM OT CBETA MECTe, Npn Temnepartype He Boiwe 25° C / In a place protected from light at a
pok rogHocti 5 net. Shelf-life 5 years.

Pe3ynbTaTthl NnpoBeaeHna aHanusa/Analysis results
MCI‘lbITAHMﬂI TESTS CNEUVSUKALIMW SPECIFICATIONS o PE3_YJ1bTATbI! RES_ULTS_

MpogonroBaTeie ABOAKOBLINYKNLIE TAONETKK, NOKPLITLIE CooTtsercrayeT
nnexoYHoi oBonoykoi Genoro useTta, ¢ pucKkoii ¢ 06enx CTOPOH.

Aapo Tabnetkn — Genoro useta

Appearance (Visually) White oblong biconvex tablets, film coated, with score line on both Corresponds
sides. Tablet core is white.

764,0Mr+£5 %

Onucanve (BusyansHo)
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GEROT @ LANNACH

«I".JI. ®apma I'm6X» - IAHHAX
IlInocenmarn 1

A-8502 Jlannax. ABcTpus
Tenedon: 03136/82577-0

CEPTUDPUKAT AHAJIU3A/ Daxc: 03136/81563

CERTIFICATE of ANALYSIS

HaumeHoBaHue npenapara/
Product name:

e-mail: office.lannach@gl-pharma.at

BazoHuT® 600 Mr TabneTkn ¢ NPONOHMMPOBAHHLIM BbICBOGOXASHUEM, NOKPLITLIE NNEHOYHOM
obonoukoi
Vasonit® 600 mg prolonged-release film-coated tablets

Cepua Ne/ Batch no.: E05491
[ara npoussoacTea 07.2021
Manufacturing date:
logex Aol Expiry date: 06.2026
Konwyecteo Tabnetok B 20
ynakoeke/ Package size:
CpeaHnan macca TabneTku n 18/20 TabneTok: He Gonee £ 5 % 760.0 mr
OAJHOPOAHOCTL Maccsl 2/20 Tabnetok: He Gonee £ 10 % CoorseTcTByeT
(Esp. @.)
Average tablet mass and mass variation 764.0 mg = 5% 760.0 mg
(Ph. Eur.) 18/20 tablets NMT £ 5 % Corresponds
2/20 tablets NMT + 10 %
MoanuHHoCTL
TCX OcHoBHOE NATHO Ha XpOMAaTOrpaMMe WCNbLITYEMoro pacTeopa no CooTeeTcTeyeT
MONOXEHUIO, LIBETY U pasmepy JOMKHO COOTBETCTBOBATL
OCHOBHOMY MATHY Ha XpoMarorpaMme CTaHAapTHOro pacreopa 1
NEeHTOKCUUNNUHA.
Identification
TLC The principal spot in the chromatogram obtained with test solution Corresponds
is similar in position, color and size to the principal spot in the
chromatogram obtained with standard solution 1 of pentoxifylline.
B3IMX Bpema yaepxvBaHuA OCHOBHOTO NUKa Ha XpoMarTorpamme CooteetcrayeT
MCNLITYEMOro pacTBopa A0MKHO COOTBETCTROBATE BPEMEHN
YAEPXMBAHUA OCHOBHOrO NKa HA XPOMATOrpamMme CTaHAapTHOTO
pacreopa neHTokcucdunnuHa.
HPLC Retention time of the main peak in the chromatogram obtained  Corresponds

MoTepsa B Macce Npu BbICYLUWBAHUK
(Eep. ®.)
Loss on drying (Ph. Eur.)

PoacreeHHbie npumecy (BIXKX)
TeobpomuH
NwBan eguHuyHan
HeuaeHTUUUMPOBaHHAR NPUMECH
Cymma HemaeHTUNLMPOBaHHBIX
npumecei
Related substances (HPLC)
Theobromine
Any single unidentified impurity
Total of unindentified impurities
KonuuecteenHoe onpegenexne
(BIXX)
Assay (HPLC)

with test solution is the same as the retention time of the main
peak in the chromatogram obtained with standard solution of

pentoxifylline. 0.7 %
He Gonee 5,0 %

Not more than 5.0 % 0.7%
He Gonee 0,2 % <0.06 %
He Gonee 0,2 % <0.06 %
He Gonee 0,5 % <0.06 %
Not more than 0.2 % <0.06 %
Not more than 0.2 % <0.06 %
Not more than 0.5 % <0.06 %

ot 570,0 mr go 630,0 mr (oT 95 % a0 105 % oT 3anBneHHoro 590.9 mr
KonuyecTea) neHTokcucmnnuHalrabnerka

From 570.0 mg to 630.0 mg (95 % to 105 % of the label claim)  590.9 mg
of pentoxifylline/tablet

Pacteopehue (Y®-cnekrpodoTomeTpns)

Yepes 1 4.
Yepes 2 u:
Yepes 4 v;

Yepes 8 u;
Yepes 12 4:

OT15% A8035% 18 %
OTr25% a0 45 % 31%
OT140 % a0 60 % 47 %
OT1 60 % a0 80 % 67 %

He meHee 80 % oT 3anBnNeHHOro Konu4ecTBa neHTokcudunnuHa 82 %
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GEROT §# LANNACH

«[".JI. dapma I'M6X» - IAHHAX
Hlnoccrnari 1

A-8502 Jlannax, ABcTpus
Tenedon: 03136/82577-0

Qakc: 03136/81563
¢-mail: office.lannach@pgl-pharma.at

CEPTUO®UKAT AHAITU3A/
CERTIFICATE of ANALYSIS

HawmeHosaHwe npenapata/
Product name:

Bazonut® 600 mr TabneTky ¢ NPONOHIMPOBAHHBIM BLICBOGOXAEHNEM, NOKPLITLIE NNEHOYHOM
obonoykoin
Vasonit® 600 mg prolonged-release film-coated tablets

Cepua Ne/ Batch no.: E05491
[ara nponseoactea 07.2021
Manufacturing date:
lopex po/ Expiry date: 06.2026
Konuyecteo Tabnetok B 20
ynakoske/ Package size:
Dissolution (UV spectrophotometry)
After 1 hour From 15to 35 % 18 %
After 2 hours From 25 to 45 % 1%
After 4 hours From 40 to 60 % 47
After 8 hours From 60 to 80 % 67 %
After 12 hours At least 80% after 12 hours of label claim of pentoxifylline. 82 %
OAHOPOAHOCTL A03NPOBAHUA
(Esp. ®. Mokasarens npuemnemocTtn — He Gonee 15,0 %
(cnocob pacyeTHO-MaccoBbIi)) AV=18
Uniformity of dosage units AV is not more than 15.0 %

(Ph. Eur. (Mass variation)
MukpoBuonornueckan yucrora*
(Eep.®.)

Obee uncno aspobHbix MUKPOOpraHu3Mos — He Gonee 10° KOE
8 1 r; O6lee Yucno ApodCKeBbIX K NNecHesbIX rpubos — He Gonee He TecTpoeanocs
102KOE B 1 r; otcytcrene Escherichia colis 1 r.
Kareropus 3A 0 Po.
\

Total aerobic microbial count (TAMC) s 10° CFU/g

Total combined yeasts/moulds count (TYMC) s 10? CFU/g

Escherichia coli: Absentin 1 g

Category 3 A SP RF

Microbiological purity*
(Ph. Eur.)

Not tested

* AHanu3 npoBoAuTCA ANA kaxaoi 10 cepun npenapara, Ho He pexe 1 pasa B roa. Mokasarens «Mukpobuonoryeckan YucToTa» BBeAeH upMoit
B COOTBETCTBMM C TPeGOBaHUAMM, NPUHATLIMKM B PO K CTaHAaPTU3ALUMK A@HHON NEKAPCTBEHHOMA (hOPMBI, 1 MOXET BbiTh He BKNIOYEH B cepTucukar
aHanuaa chupmbl-nponssoauTens. KadecTso npenapara no 3TOMy NOKa3aTenio rapaHTupyeTcs oupMoil.

* The analysis is carried out every 10th batch, but at least once a year. The “Microbiological purity” test was introduced by the company in
accordance with the requirements adopted in the RF for the standardization of this dosage form and may not be included in the certificate of
analysis of the manufacturer. The quality of the product according to this indicator is guaranteed by the company.

3axnioveHue o cooteercTeuM / Statement of compliance:

Raxnan cepus E05491 cootsercreyet TpeGosaHuam PeructpaunosHoro yaoctosepexua Ne M NO13693/01 gata peructpaumm 05.07.2010, pata
nepepernctpauun 30.11.2020 u HopmaTueHOR AokymenTaumun M NO13693/01-301120. / This batch E05491 complies with the requirements of
Registration Certificate No M N013693/01 registration date 05.07.2010, variation date 30.11.2020 and normative documentation N N013693/01 -
301120.
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GEROT §# LANNACH

«I".JI. ®apma 'm6X» - JAHHAX
HInocenmarn 1

A-8502 Jlaunax, AscTpus
Tenedon: 03136/82577-0

c EPT"‘DM KAT AHA” “3AI e-mail: oﬁicelan:tl):::@og::-]::::lll:_ﬁ;
CERTIFICATE of ANALYSIS
Hawmenosanwe npenapara/ Ba3soHuT® 600 mr TabneTiu € NPONOHrMpOBaHHEIM BLICBOBOXKAEHUEM, NOKPLITLIE NNEHOYHOM
Product name: obonoukoi
Vasonit® 600 mg prolonged-release film-coated tablets
Cepns Ne/ Batch no.: E05491
[lara npoussoacTea 07.2021
Manufacturing date:
lopen po/ Expiry date: 06.2026
Konuuecteo Tabnetok B 20
ynakoeke/ Package size:

3akmovenue o cepTuconkaumn / Statement of certification

Mbi nogTeepxaaem, YTO BhilLeYKa3aHHan MHCOPMAaLIMS RBNAETCA AOCTOBEPHON W TOYHON. 3Ta cepus npenapara bbina u3roToBneHa, Brioyan
YNakoBKy ¥ KOHTPONGL Ka4ecTsa, B NONHOM COOTBETCTEUM ¢ TpebosaHnamMn GMP mMecTHOro perynaTOPHOIO OpraHa U B COOTBETCTBMN C
TpeGoBaHnAMN perucTpaLmorHoro yaocTosepenns. Ceeaenns 06 06paboTke cepuil, ynakoeke n aHanuae Gbim npoBepeHb! ¥ NPU3HAHB!
cootseTcTBYOWMMU GMP. / | hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging and quality control in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Importing country: Russia
Cepus seinyweHa/Date of release: 29.09.2021

Oara/Date: 20.10.2021

Mognucs/Signature 1") }<k\\\( Moannce/Signature (___:é)lzu(}rzj

B. KbioT3 , Ucnonnutens Mar. 1.36epns, YnonHomouennoe niuo / Quality Authorized person
(Qualified Person)

GEROT §B LANNACH

G.L. Pharma GmbH,
Schlossplatz 1
8502 Lannach, Austria
Tel.: +43 (0)3136 / 82577-0
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«CBefeHunA o BBoJe B rpaxgaHckuii obopoT B Poccuiickon deaepaunn NeKapcTBEHHbIX
CpPeacTB Mo COCTOAHMIO Ha 29.11.2021 11:15»

JlaTa BHeCeHHS B IIponssogutens Cprammam; Homep Homep, nata
HopmaTtueaas BLINYCTHBIIAA B
AHC Toprosoe HaUMeHOBaHHE (BBINYCKaAOUMIl Crpana Caefenns 0 CTajHsx NPOH3BOACTBA = CepHH, paspemenns
JIOKYMEHTAIHA rPaXIAHCKHA
Pocaapaenamsopa KOHTPOJIb) NapTHH na HJIIT
obopot
R I'.JI. ®apma 'm6X. ABCTpHS
Basonut®; tabneTku ¢ i
i (TITpoussoautens (rotosoi JIM)); T'.J1.
MPOJIOHTHPOBAHHBIM
BBICBOGOK IEHHEM, MTOKPBITHIE Dapany T, Anerpos I 000 "baym
29.10.2021 i I'.JI. ®apma 'mb CTpHsA MK/ (hacoBLIHK (B y E054
el | dscvpu | (Pmeesopidcosa (Snepnonis | usieuny sniish | e GERA

IIeHOuHOH obonoukoi 600 Mr
10 mT., 6aucTepsl (2), nauku
KapTOHHbe/ ~

ynaxoBky)): I.JI. ®apma I'm6X, ABcTpust
(¥ nakoBiMK/(hacoBILHK
(BTOPHYHAS/TPETHYHAS YNIAKOBKa))




