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Cepmudpixam ananiz

Hazsa npenapary: TEPA®JIEKC®, Kancynmu
Posmip nakymanns: 120 kancya y dmaxoni Kog npoaykry: 3470
Tun ynaxkosku: oaun pnakon y kopobui Homep cepii: 250922
Hara supobumrsa: 09/2022 Tepmin npuaarnocri: 09/2025
Homep noanuii: 1600487 Kiaukicre, qoisoaena go peanizanii: | 32760 ynaxonkn
Kaicur: Baiiep Kpaina imnoprep: Ykpaina
Dopma rorysanns: TBEPAI KeSATHHOBI Kancym Pecerpaniiine enizourno: UA/7749/01/01
Iporokoa Ne: 10228012
Teer Creundixauin Pesyanrar
Onue Teepai nposopi wenatiion; KAnNCYn, o MicTaTh
nopoiok six Ginysaroro o caitro-Gexenora Bianoninae
KOJbOpY 3 KDIICTI!.IIi'IIIﬂMM HACTKAMM
Cepeans maca kancyan 1076 mr = 10 % 1084 mr
Maca 18 3 20 xaneya we nosimna MaTH
BIAXWICHHA BIA cepennboi Mach Kancyau Ginsuie
Biaxmaenns » maci i na +10% Bianosizae
Hominaasna sara Kancynn: 1,076 r;
Hominansna sara BMICTY Kancynu: 0,956
Posnan TM-018 He Gizswe 30 xaumun Bianorinac
3 MposomiTees Metogom BEPX
SOOIy OAHOMACHO 3 KiILKICHIM Bianosiae
HepoTIOpitd BisHavennssm. Yac yrpumanns (RT)
Laewrnikauin TM-018 FONIOBHOrO nika XpoMaTorpaMmu
Hampin xondpoimum BHIPOSYBAHOTO Po3UMIY BiANOBINaE : A
cytbipam HUCY YTPHMAHHA CTAHAAPTHOTO Bianosiae
posuuIy
2maxazaviny 500 ar 90-110 % 100 %
Kinukicne 2idpaxacpud 450 — 550 wr 500 mr
T™-018 [——
BHIHAYCHHR Hampiio xondpoimun 400 nr 920 -120 % 100 %,
C¥Abiam 360 — 480 mr 400 mr
Mo sinxwienio s MBCI Al.mamr'ny Teamipin Xoudpaimu
AMHG o
Oanopianicrs, aosysanus ™-018 Mpwitusrie snaucns ne
Gi AV 3 2
uibine 15
Posunnennn Swoxazariny ddpaxaopud T™-018 He menme 75% (Q) wepes 60 xpuann 99 ay,
3azanswe uucno
aepobHux < 10" KVQur Bianonsinac
MiKkpoopaaHiamie (TAMC) EP
Mikpobioaor | 3azansne vucno 2.6.12
ina “YncToOTAa mwmmuu‘;xa::& USI;-G«GI < 10° KYOIr Bianosiznac
C)
Escherichia,Coli Bisicytuis | r Bianoninac

Polioue nocunanns: QC-VMS-2022-00097165.0C- VMS.-2022-0061/35 QC-VMS-:U::-UWIS:oc-vms-zuzz-ﬂm?ns:mu-leshg #34757

Ta: 10V31/2022

H s casm CTBCPIBKYIO, WO AHUCIAIHANCHA indropmantiz JOCTOBIPHA | Touna.

Jlaua cepis npoayKuil supoGacna, kkmoua0N YNAKORKY Ta KOHTPOSL AKOCTI 1a BHILCWIHAMCHIR Al & nonnili sianosianocri 3 unmoramn GMP sticuennx

Peryantopunx opravis i ¥ winnosianocti o cucwinpirauii Peecrpauiiinoro aocue a Kpaim isnoprepi. Tl
AKOCTI NEPerasnyTi i BiamonigaIoTs Bimoram GMP. Bei pinxinienns Gy FAKPUTI T MBIOTL BizmoBi i npotokon,

POTOROAN BupoGHuuTEa cepii, ynakoskmy | KONTpOIo

Mepenipus: Maria Perez
Hara: 10/31/2022
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CONTRACT PHARMACAL CORP.

@

BATCH CERTIFICATE
THERAFLEX ® Product Code number; 3470
Strength / Potency: Manufacturer country: USA
D-Glucosamine Hydrochloride — 500 mg
Chondroitin Sulfate Sodium — 400mg Importing country: Ukraine
Dosage form: Capsules Marketing authorization number: UA/7749/01/01
120 capsules in
bottle; 1 bottle in
Package size and type: Bottle No. pack Date of manufacturing: Sep-22
Batch number: 250922 Expiry date: Sep-25

Contract Pharmacal Corporation

Legal address and release: 135 Adams Avenue, Hauppauge, NY 11788, USA
Data Universal Numbering System Number: 057795122

Address of manufacturing: 160 Commerce Drive, Hauppauge NY 11788, USA
Data Universal Numbering System Number: 968334974

Results of analysis are provided in the attached Certificate of Analysis.

Comments:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Registration Dossier or Marketing Authorization of the

manu facturer country or importing country, if product was imported, or product specification file for investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Authorization of Batch Release

Name: Beerisin Koo

Position/title: ‘*-Ug £SO

Signature: Losndl. OFln. )
Date: Cercyvsec 2\, 797

3470-250946-Ukraine-120
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uet Name : Theraflex Capsules 3470
Package Size: 120 capsules in bottle Lot No. 250922
ckage Type: 1 bottle in pack Expiry Date: 09/2025
te Mfd : 0972022 Quantity Released : 32,760 packs
tem Number: 1600487 Tmporting Country : ine
ustomer : Bayer M
¢ Form : Hard Gelatin Capsules Authorization Number : UA/T749/01/01
rt No.: 10225012
Test Specification Result
ize H0O clear bard gelatin capsule filled w/off-white 1o light beige powder that includes
Description i il Conforms
Average Capsule Weight 1076 mg £10% 1084 mg
18 of 20 are witiﬁn:&!ﬂ%lwweiglu
Weight Variation Target WL: 1.076 ¢ ; Target Fill: 0.956 g Conforms
Method Ref.

Disintegration T™-018 Not more than 30 minutes Conforms
Identification of | Clucosamine HCI TM-018 || Reteotion Tine (RT) of the msjor peak in the chromatogram of the assay preparation Conforms
drug substances | Chondroitin Sulfate correspond 1o that in the ch gram of the standard Conforms

%iu-
90%-110% 100%
Glucosamine HC1 Label: 500 mg Limit:
Assay of drug 450 mg -550 mg 500 mg
T™M-018
I Chondroitin Sulfate = 90%-120% 100%
Sodium Label: 400 mg Limit:
360 mg 480 mg 400 mg
Weight Variation Gilueos. Chon.,
Uniformity of Dosage Units T™™-018
oy o Limit: Accey Value Maximum 15 AV 3 2
Dissolution Glucosamine HCI TM-018 NLT Min. 75% (Q) afier 60 mins. 90%
Total M::::, Microbial <10° cfwg Conforms
Microbial Total Yeasts & EP 2.6.12
Analysis Mould Count USP<g1> < 10° efwg Conforms
E. coli Absentin 1 g Conforms
4 . QC-VMS-2022-0009/165; QC-VMS-2022-0061/35; 00-VM5—2022—0064J‘5; QC-VMS- *
bimen Bl =" Micro-Testing#34757 Date : i

erified by: AMavia 'Pvertz.
e olz Jzeay

3470-250946-Ukraine-120

Approved by: S -, LJL\..-‘ o
Date :

(27 2~ 20

(.y




JIEPKJIIKCJTY KBA YKPATHU
JAEPKABHA CJY/KBA 3 JTIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

Byi. bepesnskisceka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
Npo AKICTb BBE3€HOIo B YKpaiHy JIikapcbKoro 3acody

27.02.2023 Ne 8755/23/26

TEPADJIIEKC®

(naiiMenyBaHHg NikapchKoOro 3aco0y 3rijIHO 3 peccTpailiiiHuM MocBiIueHHAM )
Kancyau, no 120 kancya y nuactukosomy ¢uakoni; no 1 ¢puiakony B kapToHnniii kopooui

(thopma BUIyCKy, N03YBaHHSA, BHI NAKYBaHHA JliKapcbKoro 3acofy)

Homep peectpauiiinoro nocsiauenns UA/7749/01/01 crpox aiil peecrpauiiinoro noceiguenns HCOOMEKEHHMIA

Cepis sikapeskoro 3aco0y Ne 250922 KinekicTs BBe3enoro nikapeskoro sacody 32736
BupoGHuk KonTpakt ®apmakan Kopnopeiwn, CILIA
(naiiMeHyBaHHs BUPOOHHKA JIKAPCLKOTO 3aco0y, KpalHa NOXOIKEHH )
Beeseno B Ykpainy TosapucTBO 3 00MeKeHO00 BianoBigaabHicTIo "Baiiep", inent. koa:
22911794

(naiimenypanus ta o/ 3a €JIPTIOY wopuanunoi ocobu abo |1pi'mmue. im'st, no Garekosi giznunoi
0co0H - NiANpUeMIA. 1T MiCLIe MPOKHBAHHA Ta peecTpaiiiinuii HoMep 001iKOBOT KapTKH NaTHHKA
nojarkis abo cepis Ta HoMep nacnopra)

3a  pesysbTATAMH JIEPMKABHOTO KOHTPOJIK BCTAHOBIEHO. 1O JHKAPCbKMHA 3aci® BBeseHo B Ykpainy 3

,[lOTpHMﬂH]—lHM BMMOT 3aKOHOAABCTBA 1010 3a0e3rneueHHs AKOCTI JIKapChKHX 3aco0iB.

HauanbHuK Mukona XOJIOJIEHKO

(nocanoea ocoba oprany ACpKaBHOIO KOHTPOIIO) (mianuc) (initiany Ta npizsuiLe)

MLIT.




ggutgag: gudgMAgﬁg gggrgnaugu
135 Adams Avenue - Hauppauge - New York 11788 - Phone 631-231-4610 - Fax 631-231-4156
www.:onluctplu:rnacol.com

CEPTU®DIKAT CEPIi

TEPA®JIEKC ®

Cuna nivakrunmicrs:

D-moxosaminy riapoxnopua — 500mr
Hampiio xouapoirun cynuar — 400 mr

Dopma nozysanns: Kancynn

Poamip a Tun ynaxonku: 120 Kancyn y duaxoni,
1 ¢pnakon y KopoGiti

Cepin Ne: 250922

Konrpakr ®apyakan Kopnopeiiuen

FOpuanuna agpeca i peaia: 135 Aname Asenio,
Hosmep B ynisepeaanuiii cucTemi mymepanii na

Aapeca supodunvoi aiasununi: 160 Komm
Homep B ynisepeansuiii cueremi nymepa

Peavawrar ana

Komenrapi:

S Tim cann CTREpPILKYIO,
Jlana cepin NPOAYKILT B
Bumoramn GMP micuesnx P
potokonu BupoGimrsa cepii,

1O sHIesasHayena indopmar

Xonor,
nux: 057795122

puﬁneua. BEMovaoun YNAKOBKY Ta Kok
CIYAATOPHUX OPrauis i y Binosiziocr
YNAaKoBKit | KOHTPOIO AKOCTi nepers

Koa nponysery: 3470
Kpaina snpotume: ClIA

Kpaina iMnoprep: Vipaina
Pecerpauiiine uocsiguens NeUA/T749/01/01
Hara supodunmnraa; 09.2022

Tepmin npuaarmocri: 092025

Huio-opk, 11788, CI1IA

epe Jlpaits, Xonor, Heio-Hopk 11788, CLIA
uii panmx: 968334974

Aitis oaawTLen B Ceprugirari Anaaizy,

lis J0cTOBIpHA | TouMa,
TTPONE AKOCTI 1A BHmEesasnaven il
A0 eneundikauiii Pe
IRHYTI | BiAOBIAaI0Ts BN

uiiinoro nocke g Kpaini iMnoprepi,
Moram GMP,

Bianosinaanumii 1a peanizanin cepii
In’s: Beenish Khan e ¢ Vi
Iocana / obos’ sk - KepisHuk Sar BA DAGARNN
Mizgme: nidiniic F/ il ¥ 18 ‘ﬁj(Jg'-\K
ara: 31.10.2022 ((’ o ---‘-F/ > s
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g M"g CONTRACT PHARMACAL CORPORATION

135 Adants Avenue « Hauppauge - New York 11708 - Phone 631-131-4610 + Fax 631-231-4156
www.conlracipharmacal.com

CEPTU®IKAT CEPII

TEPAQJIEKC ®

Cuaa ni/arosuicrs: Kog nponyxty: 3470

D-Inioxesaminy rigpoxnoprg - 500Mr o o
Harpiro xonapotruu cynsdiat — 400 mr Kpataa oupebuine: TIIA

Kpaiua immoprep: Vipaina
Gopaa posysaian: Kancynn DA orel PAIHE

Po3atip Ta Tun ynatconrm: 120 xancyn y (1)nal<qnl, Peecrpauiitie nocsinvenus NeUA/T249/01/01
1 (inaxon y xopobui

Cepin Ne: 250930 Jarta supotuinrsa 09.2022

Tepmin npuaaruocri: §9.2025

Koarpakr dapaaran Kopnopeiiwen

[Opuauuna anpeea i peaid: 135 Ananc Asetno, Xonor, Huo-Hopk, 11788, CIHA
Hoatep B yrirepeansbniit encventi nysepaudt gaunx: 057795122

Anpeea pupoSutyoi ainsinni: 160 Kommepe Hpaits, Xonor, Huto-Hopic 11788, CIITA
Homep B yuisepeaabuiit cneremi nyatepadi pausix; 968334974

PeayavraT anaaizin gogawThes 8 Ceprudinati Anagisy.

KonmenTapi:

J1 THM CaMHAM CTBEPIKYIO, WO BHIIE3asHa4YeHa indiopmauis gocTonipHa i ToMsa,
Jara cepia npoayxuil BupoGreHa, BKMOUAKMH YNAKORKY Ta KOHTPONs AKOCTI Ha BumiedasHauewiil Ahi
suporamyt GMP aticiesss Peryastopris oprauin i y sianosinxocri o cnenndixauint Peectpaniitroro nods:
TIpoToxonu BHPOGUNLTBA Cepil, YNAKOBKH | KOHTPOIO SKOCTI meperasnyTi | nignosinaots BuMoram GivIPA\S

Bignosipansnuii sa peanizauiio cepif
[’ 512 Thomas Jacob
Ilocaga / ofoB’si31a ; Crapuendi citeyianicnm, Biodin 3a8esneuenns axocmi xonmpons dorystenmayil
[Migmuc: niomic
Jara: 30.09.2022

fox. an. J/Mff é/;ﬁ /4.0t Ror T  Fefean—
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CONTRACT PHARMACAL CORPORATION

135 Adams Avenue » Hauppauge « New York 11788 - Phone 631-231-9610 « Fax 631.231-2155

X

www.contractpharmacai.com

Cepmudhixam anajiizy

Haspa npenapaty: TEPADJIEKC®, xancyan
Po3atip nawysanHsm: 120 xancyn y qunaxoni Kox npogyrry: 3470
T ynawonwe: oauH thnaxoH y xopobui Hoatep cepiit 250930
HaTa pupobuuursa: 09/2022 Tepain npnaarHocri: 0972025
Hoatep no3nuii: 1600487 KinpxicTs, go3soneiia go peanizauii: 33288 ynarosxn
Knienr: Battep Kpaiua innoprep: Yrpaiua
Dopara A03yBAHH TBEPII MENATHHOB] Kancynu PeecTpaniiine enizourno: UA/T149/01/01
YpoToxos Ne: 09225026
Tecr Crenndixauin PesynabTar
Onne Frepai npo3opi xenaTuHOR KaNCYIH, WO MiCTATS
NIOPOIOK Bif GinyRaToro Ko ceiTIo-Gexenora Bimosinae
KONBOPY 3 KPHCTANIUHMMH YACTKAMH
Cepegnn saca Kancysn 1076 s+ 10 % 1076 mr
Maca 18 3 2() xancy» He MOBHHHA MATH
BIOXHNGHHS BIA CEPERHBOT MACH KATICYJIH Oinbine
Binxiiaenss 8 maci i Ha +10% » Bignosinae
Howminanena sara kancynu: 1,076 r;
Howinansua nara smicty kaneyast: 0,956 r
Po3nan T™M-018 He Ginstre 30 xpumin Bignosigae
) ) [poseautsea meronom BEPX
""f;‘"‘"’_"‘"’"’é" OAHOYACHO 3 KiNbKiCHUM Binnosinae
SGpOXI shsnauesnsy. Hac yrpumanns (RT)
Inenrudikania T™M-018 TOOBHOTO NiKa XPOMATOTPAMMH
i1 i punpoGysanoro po3unny BiAnOBifae ; g
HAmpiio XouOpointun ! IY . P b ! fae Bigmonizse
cpnudanm 4acy YIPHMaHHA CTAHAAPTHOrO
pPOTUMHY
antoxozariiy 90-110 % 102 %
. ; s 500 mr
Kinbxicue aidpoxaopud 450 — 550 mr 510 Mr
TM-018 =
BI3HAMCHHA HAMPHO XOHOPOTHIIH 400 Mr 90-120 % 9%
cynvipant ) 360 —480 mr 396 mMr
o . 2RIoRa3aMiny nampiio xouopoinimni
o . - {Io pipxunen o B maci 2 dnaraopud cyndam
Oxnopinuicrs ro3ysanus 4 Hpniinatue 3HaueHns e AV 3 i
Gigbue 15
Posunnenust | anoxozaminy eidpoxaopud TM-018 | He menuie 75% (Q) yepes 60 xsivtid 9T %
SaransHe 41GR0 aepobHIX <1 . .
sikpoopratiasis (TAMC) EP < 100 KYO/r Bigrosinac
Micpobiogor | 3arasne unono 2.6.12
iypa wireTora | ApiMKoBIX TA naicenennx | [JSP<6] <102 KYO/r Bianosigac
rpubis (TYMC) =
Escherichia.Coli Bigoyrsia It Binnosinae

Po6oue nocinands: QC-VMS-2022-009/134; QC-VMS-2022-0058/22;,QC-VMS8-2022-0031 A/155;QC-VYMS-2022-0047/28; Micro-testing#34631
Hara: 30/09/2022

S paes cangun CTBEPIKYIO, IO BHLIE3AIHAYCHA indopmauis RoCTOBIpHA i TOUHA.
[{ana cepin npoAyKun nnpoGneHa, anoqaloqn AXEBIY.TA KOHTPOID m«xm Ha Bnmcaazﬂaqemﬁ RinbHuL B nonmf‘: sxgnoamuom 3

BiAMORIAHT NPOTOKOM,
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[Tepenipus: Maria Perez

35‘1‘1;?};%!;‘;(?’& in Whaley
Jara: 30/09/2022
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LL.

AEPKIIIKCITY)KEA
AEPXKABHA CJIVKEA 3 JIIKAPCBKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. KHEBI

BYJL BepesHaxisobia, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail; dEs.kyiv@dls.gov.ua,hﬁps://www.dis.gov.ua. Kon €E/IPTIOV 37079055

BHCHOBOK
HpO SIKICTH BBE3EHOIO B Yxpainy aikapeskoro 3acoby

27.12.2022 Ne 57029/22/26

TEPADJIEKC®

{HalfiMenypanus nikapcakore 3acoby IriaIe 3 pecerpattifium nockinneHiam)
Kamcynm, no 120 kancyn y NJIACTHKOBOMY duiakoni; no 1 baakony B kaproumuii Kopobii
{dopma munycxy, A03yBAHHA, BUA NAKYBAHNS JITKAPCLKOrO 3acoby)

Homep peectpauiiioro nacsimsenns UA/7749/01/01 CTPOK AT peecTpauifinoro noceinuenns HeobMexen uii

Cepia nixapcekoro 3aco6y Ne 250930 Kinkicts Beesenoro nikapcskoro 3aco6y 33168
BupoGruk KonTtpakr ®apmaran Kopnopeiiun, CLLIA
(HarMeny naEIS BUPOGHUKE Aikapchrore 3acofy, kpaiHa noxoaxenHs)
Boeaeno 8 Vipaiuy Torapuerso 3 o6mesxenoro pianosinansnicrio "Baiiep", izen. xon:
22911794

(nalimenypanig ta kot 1a CJIPTIOY tephany HoT acobu abo npisenuie. iM%s. no GaTakon; izeanoy
0co6H - nitnpueMs, i Micue MpexkaaHIA Ta peccTpaUifHKHA HoMep oBnixosol KApTKH NAaTH MK
noARTKIR ato cupis Ta HOMED THCNOPTA)

3a  pesynsratamu ASPKEBHOTO  KOHTPOMIO  BCTAHOBNEHO,  IHo Alkapcekuii  3aci6  Beeseno & Ypainy 3
ROTPHMAHHSAM sumor 3akoHoAaBCTRA 1010 3a0e3MeYen s AKOCTI ikapcskux 3aco6is,

7 Mukona XOJIOJEHKO

(ninnuc) (iriuiany ta npizamue)



http://www.tcpdf.org

