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JIEPXIUKCITYXBA
NEPKABHA CINYKBA 3 JIKAPCHKUX 3ACOKBIB TA KOHTPOJIO 3A
HAPKOTUKAMHM ¥ KHIBCHKIHA OBJIACTI

npocrekr Banepis JIobaroBCEKOTO, 51, m. Iufs, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua https:/www.dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
PO SIKIiCTE BBE3EHOr0 B Yxpaigy JgikapcsKoro 3acoly

13.10.2020 ‘ Ne 44818/20/10

TPEHTAJI® 400 MI'
(uaiMeilyBaHHS JIKAPCLKOTO 3acoby 3rimuo 3 precTpaniiHuM MOCBLYCIIHSM)
TabaeTKH, BRPATI 000JTOHKO0IO0, npostonroBsanol Al mo 400 mr Ne 20 (10x2) y daicrepax
(dopma BUNYCKY, RO3YBAKHA, BHA MaKyBanHs AiKapChKoTo 3ac00Y)

i HoMep peecTpalliiHoro NoCBiAMEHAR UA/9232/03/01 crpok aii peecTpauiifHoro MOCHITeHHA 01.09.2020

Cepia nikapeskoro 3acofy Ne INAO0003 KinskicTs peesenoro nixapebkoro sacoby 191 30

BupoSHEK Cauohi lugis JliMiTen, Iumis
(naiimenrypanns spoGHUKA nikaporkoro 3acoby, KpaiHa NOXOIKEHHH)

Bsezeno B Yrpaidy ToBapuerso 3 06MesKeH0I0 BiANoBiIaIBHICTIO "CAHO®DI-ABEHTIC
VKPATHA", inenr. xoa: 35648623

(HativMeHy BAHEA T2 KO 38 CIIPTIOY topuauysoi ocobu abo nplspue, iM's, N0 Garpkosi Qizntnol
ocobu - nianpuemus, i Micle NpoXHBAHHA T2 peecTpatliinui HoMep o6aixoR0l KapTKH MIATHHKS
riofatkis abo cepis Ta HOMEp IACNopTa)

TIpoToKe Bi3YANLHOTO KOHTPOIIO BiX 02.09.2020 No 2818/15.

JlaGopaTopHsii aHami3 sKOCTI JiiKapeskoro 3acoly 3fiticHeHHH:

TOB "Texmoxab" (M.JIpsiB, By, Jlaumia Amocrona, 2)
(naitvcHyBaHHI TA MICUE3HAXOLHKOHHER nafoparopil, 1o poBend NeGOpaTOpNEE AHAN3 AKOCTI)

BHCHOBOK IOZO0 KOCTI HKAPCLKOro 3acoby, BHAaHAH nafopaTopielo Bin 12.10.2020 Ne 1188
PesymbTaTH Na00paropHOTO aHanizy AKOCTi NIKAPCHKOro 3acofy 3a MepeBipesHMH NOKaIKAKAMHA BIANIOBIZAOTD

BHMOraM METONIB KOHTPOMIO AKOCT! (aHaniTHIHO-HOPMATHBHOL IOKyMeHTaLiT).

3a  pesynsTaTaMH JEPKABHOIO . KOHTpPOJIO BCTAHOBIEHO, TIO niKapchKHA saci6 BpeeHo B Yxpainy 3

JOTPHAMAHHSIM srMor AAKOHONABCTRA 00 30€3MeUeH s AKOCTi nikapckkux 3acobis,
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Caroqpi Indisi Nimimed, IHdis/
Sanofi India leitEd India SAOF[

Apnpeca odhicy: MymBeir, 400072 IHais, Ten: + 91 (22) 28032000, daxc: + 91 (22) 28032846
Office address ; Mumbai, 400072, India, Tel;; + 91 (22) 28032000, Fax: + 91 (22) 28032845
Agpeca BUpoBHuyol AiNkHULI: MRoT Ne - 3501, 3503-15, 6310 B-14, 1AL, Egreét, AT & MNocT. - - AHknewsap - 393 002, ficr. - Bxapyy,
Myaxapar, Hais
Manufacturing plant address: Plot No. - 3501, 3503-15, 6310 B- 14, G.L.D.C. Estate, AT & Post.- Ankléshwar - 393 002, Dist. - Bharuch, Gujarat,
India
Manufacturing License No: G/811 dated 28.03,1987
Bupobuuua’ niget3in Ne: G/811. Bia 28.03.1987

Ceprudbikar siocti ] Certificate of Analysis Ne | 003

anycx cepnlbatch released on; | 05/06/2019

Hazsa npenapary: Tpenwran® 400 mr Cepin Ne: 9NA00D3
Trade Name: ____: Trental®400 mg | Batch Ne; , -
Kpaisa npusHausHHs: Ykpaiua ' '
Destination Country: Ukraine
Dopma Bunycky: Tabnetkw, Bkputi o60noHKoMW0,
nponioHroBaHol aii no 400 mr No 20 {10x2) y Poawmip cepii
_ BnicTepax (ynakosax): 20000
Dosage Form: Film-coated prolonged-release tablets 400 Batch Size (packs):
. mg Ne-20 (10x2) in blisters i
Hiroya pevosuHa; fenTtokcudinivy 400 Mr ' Nata BUFOTOBREHHS 0512018
Active ingredient: Pentoxifylline 400 mg Manufacturing Date: _ o
Crelucpikailia Ne ta pata: | T-043TUF400EU ' ‘ MpuaaTHui oo: 04/2023
i Specification Ne & date: Bepcisa Ne 004 / Edition No. 004; 20.03.2019 Expiry Date i
HalimenyBanHsa nokaznukia/ Bumorn MK (cneumdikauii)/ PezyneTarTi BunpobyBaHk/
Tests ‘Specifications | Tests Results
30BHiUHIN BUrNAA, Poxesi foBracTi TabneTky, BKpuTi Poxesi posracti TabneTky, srpuTi
0B0NoOHKAI0, 3 TUCHEHHAM «ATA» 3 0D0NOHKGIO, 3 TMCHEHHAM «ATA» 3
i oAHOTO BokY oaHare Boxy
Appearance Pink obleng film-coated tablets with “ATA” |  Pink oblong film-coated tablets with
embossed on one side and.plain on the “ATA" embossed on ane side and
other side plain on the other side
if?i’}?nﬁfé’fﬁg 5650 — 595,0 576,5
- OaHopinHicTs mack, % He Ginklue 2 Tabnerok 3 20 BigpisHa0TECRA Bianosinae
‘33 Macoi Binelie Hix Ha 5% Bia cepegHboT
macy Tabnevky, | xoaHOT Tabnerku, aka
BiAPI3HAETLCA 38 Macok Ginklue Hix Ha 10%
BiA CepenHLol macu
Uniformity of Mass, % Out of 20 units not more than 2 of the Complies
individual masses deviate from the average
mass by more than 5% and none deviates
; by more than 10%
laenTudbikauin / Identification of: _ B _ _
TMexTokcudininy (BEPX) Rt 3paska = Rt crangapty Bignosinae
Pentoxifylline (HPLC) Rt sample = Ry reference Complies
MenToxeudinity Makcumymu-a6copBUii cnekTpy spaska = Bianoeigae
{(IM-cnexTpochoToMeTpis) sakcumynmmn abcopOuil cnekrpy
cTaHaapTa
Pentoxifylline Absorption spectrum of the samples
{IR-spectrophotometry) shows abosorption maxima only at the {
same wave numbers asa similarly i
_ prepared standard / ¥ ;
EputpoanHy* (TLLX) Rr3paska = Ry craHgapTy f|' Bijf oax,gae He n @aﬁmvxaw)
Erythrosine* (TLC) i Risample = R¢ standard.__ .« Sompliesi{Not pefforined)
TuTany niokeuay* ' MoautuaHa peaxuin s XPOMOTPOMHOIO jix? b&k@@a (He mf,:uamnacn)
(koneopoBa peakLlis) KMCNOTOI0 N i
Titanium dioxide* (colour reaction) Posmve chromotroplc acid reaction L . Hd f {\xc‘ {Barformed} |

Mpenapam aapeecmposaro s Ypaini, Pesempauitive. nocsidyenns Ne UA/9232/03/07 diticre d0.07.09.2020 Ed. No. 07
Product registered in Ukraine. Regisiration Cerfificate Ne UIA/9232/03/01 valid 1l 01.09.2020 Page1of 3 / /
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Carnogpi Indis Jlimimeo, [HOis/
Sanofi India Limited, India
Aapaca oicy: Mymben, 400072, Hgig, Ten: + 91 (22) 28032000, dakc: + 91 (22) 28032846
Office address : Mumbai, 400072, India, Tel.: + 91 (22) 28032000, Fax: + 91 (22) 28032846
Appeca BupoGHuuol ginkHuui: Mot Ne - 3501, 3503-15, 6310 B-14, FLAL, Ectelfr, AT & Moct. - Anknelusap - 393 002, fict. - Bxapyy,
Fysxapart, [HaiR
Manufacturing plant address: Plot No. - 3501, 3503-15, 6310'B-14, G.1.D.C. Estate, AT & Post.- Ankleshwar - 393 002, Dist. - Bharuch, Gujarat,
India
Manufacturing.License No: G/811 dated 28.03.1987
BupgGhuya niuenaia No: G/811 sia 28.03.1987

Ceprudikar sixocTi / Certificate of Analysis Ne | 003

. Specification Ne & date:

Bunyck cepii/batch released on: | 05/06/2019
Hagea npenapary: { Tpenran® 400 mr ' Cepisi Ne: | aNAOGD3
1 Trade Name: Trental® 400 my Batch Ne: o
Kpalha npu3aHaYeHHs: | Ykpaina ) )
Destination Country: Ukraine
dopma Bunycky: | TaGneTku, BKpnTi 060NOHKOW0, :
1 MpofioHroBaHol gif no 400 mr Ne 20 (10x2) y Poamip cepii
| Brictepax ' (ynakoeoK): 20000
Dosage Form: Film-coated prolonged-release tablets 400 Batch Size (packs):
o : mg Ne 20 {10x2) in blisters | )
Hitova pevoBMHa:. MedTokcUdininy 400 mr [ara BUrOTOBINEHHSA: 05/2019
_Activeingredient;: Pentoxifylline 400 mg Manufacturing Date: ’
' Creuwndikauis Ne Ta gata; | T-043TUF400EU 7 7 MNMpyaaTtHWiA po: 04/2023
Bepcin Ne 004 / Edition No. 004; 20.03.2019' Expiry Date

HalimeHyBaHHA nokasHuKis/ Bumorn MK {cneundkauin)/ PesynbTaT BUNpoGyBaHb/ N
_ Tests Specifications Tests Results
Opraviuxi Aomiluk (BEPX ) / Organic impurities (HPLG, 3:
.KO)KHa' 0,() S B 2 7 . S =
Each, % =02 0,1% i
" Benoro, % ;
Total, % 50,5 0,1%
| Kisibkickui smicT nexTokeudhinity '
(BEPX),mr/ 126 380.0 - 420.0 3840
| Assay of pentoxifylling (HPLC), mg/ tab ) _
PoauunHicTs nexTorcudininy i vitro / Dissollition of p_ento'xi'fylline in vitro
Yepes 1 roauny, % '
In1hour, % <30 15 L
Yepea 4 roguin, %
3 in 4 hours, % 3650 38
Uepes 8 roauH, % »
. In_8 hours, % 55 [ 8 ”
Uepes 14 roauH, % '
‘ In 14 hours, % . ; i ag
i Mixpobionoriuta yictota* (Eap.dapm.) / Microbial Limit Test* (Ph.Eur.):
' 3&ranbHa KiNbKICTh KWTTESAATHUK '
aepoBuux mikpoopratismu (y 1r) < 1R KYO/r < 10KYOIr
Total Aerobic-microbial count (in <103 CFU/g <10 CFU/g
19)
3aransHa KiNbKicTb APIKMKOBUX T2
nnicHsBuX rpubis (y 1) < 102KYO/r < T0KYOIr H
Totaf yeasts and moulds count (in <102 CFU/g <10 CFu/g ;
igy b T e - ]
Escherichia coli (y 1r) BigcytHis 11
Escherichia coli (in 1g) Absentin1g

* fiacnidxenns nposodumses He Ha scix cepinx npenapamy / Not routinely tested.

U T / ]
Datm aacsiguyio, Lo HaBeeHa BULLe iHdhopMauis € [OCTORIpHCIO Ta ToUHoW. dana cepis 6&%@@%@0@9%,_ B;{gm
nakyBaHHs Ta KOHTROMNb AKOCTI HA BUlLiesasHaYeril AinkHyli y noBHIA BignosigHocTi 3 ammoramg ﬁﬁ@gﬁuﬂ
MICLIEBMI PErYNSTOPHUM OPraHoM, a TAKOXK BiANCRIOHO A0 cneuuixavin, Wo MICTATLCA ¥ peecT; WGHOMY 506

s
imnopTepa. MpoTokonu BAPOBHULTEA, NnakyBaHus Ta ankarnisis 6yno NepernsaHyTo Ta BocTaHoBNeHo BighoiiiHicys’ GMP.Cepis

BUNYLIEHA
lpenapam aapeecmposaro e YipalHi, Peecmpauiiise nocsidvenHs No UA/9232/03/01 diiicHe do 01.09.2020 Ed. No. 07
Product registered in Ukraine. Registration Certificate Ne UA/9232/03/01 valid tilf 01.09.2020 Page 2 of 3




Canodgbi Indiss Jlimimed, IHdis/ y
Sanofi India Limited, India | SANOEI
T  Aspeca odicy: Mymbel. 400072, Ingin, Ten: + 91 (22) 28032000, Pakc: + 51 (22) 28032848
1 Office address : Mumbai, 400072, India, Tel.: + 91 (22) 28032000, Fax: + 91 (22) 28032846

Anpeca supoBHyyol AinsHuyi: Mnot Ne - 3501, 3503-15, 6310 B-14, M1.A.4. Ecreftr, AT & Mocr. - Anknewsap - 383 002, Qict. - BExapyu,
Tynxapar, |ngis |

Manufacturing plant address: Plot No, - 3501, 3503-15, 6310 B-14, G.1.D.C. Estate, AT & Post.- Ankleshwar - 393 002, Dist. - Bharuch, Gujarat, !

India
Manufacturing License No: G/811 dated 28.03.1987
BupoGHu4a niuensia Ne: G/811 sin 28.03.1987

~__ Ceprnopikar awocri/ Certificate of AnalysisNe | 003 |
Bunyck cepillbatch released on:

0510812019 —

Hasea npenapary: Tpeutan® 400 mr | Cepisi Ne; | ONAQ0O3
Trade Name: Trental®400mg i BatchNe: [T
Kpa’;‘na anéHEQéAHﬂZ S’!fpésné” T T i o - ' B !
Destination Country: | Ukraine N S
Dopma Bunycky: TaGnetkn, BKpuTi 060N0HKOID, i |
nponoxroBaHoi Aii no 400 mr Ne 20 (10x2)y  Poamip cepil
| GnicTepax | (YNaKoBOK): [ 20000 |
Dosage Form: i Film-coated prolonged-release tablets 400 Batch Size (packs): | ‘
I . __.Mg Ne20(10x2)in blisters " . T
Litova pevosuHa: NeHTokcudpininy 400 mr llaTa surotoenexns: | 05/2019
Active ingredient: | Pentoxifylline400mg .. Manufacturing Date: | "7 7
Cneuudpikauis Ne ta gata: | T-043TUF400EU MpuaatHwri go: 04/2023

Specification Ne & date: | Bepcist N2 004 / Edition No. 004; 20.03.2019 Expiry Date

' Haﬁmenyaaﬁﬁﬁ-ﬁbuaauuﬁsf ‘ éﬁ;;gr;"ﬁdk“(cneuuqiixauil)l Peéﬁnmam anpoé};;éﬁb/
| Tests | Specifications Tests Results

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and quality control at the above-mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP. The Batch is released.

Sanofi India Limited
Plot No. 3501, 3503-15,8310 B-14

e GIADC Estate, P. B. No.-138,
Amkleshwar - 393 002,

| YnosHosaxena ocoba: T RajivTRIVEDI " Dhaval PATEL
. Qualified Person:_ Sr.Manager—QC ~ Asst. Manager- QA

| Nignue ta gata : 05/06/2019

| Signature & date o _.l/“/ﬁﬂ- AR e N
® \g*;twv\
o\ :

‘ Co. STAMP

Mpenapam 3apeecmposaro 8 Ykpaini. Peecmpauiiine nocsiduenns Ne UA/9232/03/01 ditiche do 01.09.2020 Ed. No. 07
Product registered in Ukraine. Registration Certificate Ne UA/9232/03/017 valid till 01.09.2020 Page 3 of 3



http://www.tcpdf.org

