JTEPKABHA CIVYIKBA 3 JIIKAPCHBKUX 3ACObIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Maait Ceitanuno’, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €PITOY 37079055

BUCHOBOK
po sIKicThL BBE3EHOr0 B YKpainy JiKkapcbKroro 3acody
03.10.2023 Ne 50137/23/26
TEPADOJIEKC®
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(HﬂHMLH)’BﬂHHﬂ mmpcmcoro 3ac00Y Iriano 3 peec rpauiﬁlmm rlocnlntlenHﬂM)
kancy/m, o 60 kancyn y niacrukosomy quiakoni; 1o 1 gaaxony B KapPTOHHIHA KopoOui

(hopma BHNTYCKY, A03YBAHHS, BHA NAKYBAHUS nucapcumoro 3&1(.,06)!)

Howmep peecrpauititoro nocsizuenns UA/T749/01/01 crpok aif peecrpauiitnoro nocsinuenns HEOOMEKEHUN

Cepis sixapenkoro 3acofy Ne 366642 KinsKicTs BBE3EHOTO NiKapebicoro 3acofy 66600
BupobHuk Koutpakr Papmaxan Kopnopefim, CLUA
(valiMenyBaHHs BHUpoBHKKa ikapehroro 3aco0y, Kpaina [OXODKCHIS)
BBeaeHo B Y kpaiHy TosapueTno 3 oOMexkenoro Bignopinanpuicrio "baiep', inew. won:
22911794
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(Hammeuynamm Ta Ko/l 32 EIPNOY 1opuanurol 0cobu a6o npizamnc iM'st, 110 GaTh OB
dhisuuHoT 0cabu - nignpuemud, 1 MiCuC MPOKHUBAHHS Ta peccTpadifHui nomep odiikoBol
KAPTICH ThATHHKA 1oAaTKiB afo cepist Ta HoMEep Hacnopta)

MpoTokon sizyansioro kontposo sia 03.10.2023 M 2970/2.

3a  pesyJbTATAMUM JIEPYKABHOTO KOHTPOMIO BCTAHOBNCHO, MO Nikapchkiii 3aci®  BBE3eHO B YKkpalHy 3
AOTPHUMAHHSIM BHMOT 3aKOHOLABCTBA 1LOA0 3a6e3neueH s AKOCTI NIKApELKHX 380018,
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Hazea npenapary: TEPADJIEKC®, kancynu
Posmip nakyBaHus: 60 kancyn y (hraKoHi Koa npoaykry: 3470
Tun ynakosiku: OIHH (pnakon y xopolbui Homep cepil: 366642
JlaTa supobunursa; 05/2023 Tepmin npnaaTHoCTI: 05/2026
Homep nos3nnii: 1600487 Kinbkicers, A03BoJiena go peaqaizauils | 66600 ynakosky
Kaienr: Bafiep Kpaina imnoprep: Ykpaina
(hopma nozyBanns: TBEP/1 ENATHHOBI Kancyiu Pecerpauiiine epizourso: UA/7749/01/01
Tecr Cneundikauis PesynbTar
Onuc TBepal npo3opi KeNATHHOBI KArCyJx, IO MICTATH
rnopoLok Bia O11yBaroro 4o CBITI0-0exkeBOro Binnosinae
KOJILOPY 3 KPUCTAJIIYHUMH HaCTKAMH
CepeaHs Maca KancyJiu 1076 mr+ 10 % 1074 mr
Maca 18 3 20 kancysn He fIOBMHHA MaTH
BIAXHIECHHS Bill CEpeaHLOl MacK kancynau Ginblue
Biaxunennsa B maci Hixk Ha £10% Bianoginae
Hominanuna Bara kancynau: 1,076 r;
HoMinansHa Bara BMICTY kancysu: 0,956 r
Posnaa TM-018 He Ginbwe 30 xsunuu Bianosinae
. [lposoautses MeTonoM BEPX
‘?"',"')O""":""*’””’y OAHOYACHO 3 KITbKICHUM Bixriosinae
L Br3HaueHHAM. Hac yrpumanus (RT)
faenTudikauin T™-018 FOJIOBHOIO TiKa XPOMATOrpamMMH
Hampiio Xondpoimui BUMpo0yBaHoro po3uuHy BiANOBIAAE . -
Cynbgham yacy YTpUMaHHA CTaHAAPTHOrO Biznosinae
PO3YHHY
2RIOKO3AAMINY 90 -120 % 103 %
KinbkicHe 2i0poxIopu0 450 ~ 550 mr 515 mr
T™M-018
BH3HAYEHHSA Hampito xouopoimiii 90 -120 % 98 %
cyneham 360 ~ 480 mr 392 mr
Fo Bl ERATERED B MEC e.f{fo;co:m.;\fhfy nampiio xondpolmuit
.. 2i0poxXA0pud cyibham
OaHopiaHicTL A03YBAHHS TM-018 TIpMARATHE SHAUCHHA He
: AY 4 I
Ouiblue 15
Po3uMHeHHRA | eworozaitiny 2idpoxuopid TM-018 He menwe 75% (Q) uepes 60 xBunuH 90 %
3aranbHa KIAbKICTh
aepoBHUX MiKPOOPraHiIMiB £p <10 KYO/r Bianosinae
MikpoOiosior (3TAMC) o 2.6.12
_ aranbHa KifibKicTb
I9HA UMCTOTA | npixpocosux Ta NuiceHeBmx USP<6] <102 KYO/r Bianosinae
rpubis (TYMC) =
Lscherichia. Coli BigcyTHia | r Bignosinac

Micro-testing#36059

PoGosie nocunanus: QC-VMS-2023-0011A/7190; QC-VMS-2023-0039/80; QC-VMS-2023-0010/190; QC-VMS-2023-0002/91; QC-VMS-2023-0003/81

Jlata: 29/06/2023

BIAMOBIZAHWI NMPOTOKOJ.

S THM CamMiM CTBEPINKYIO, WO BHILE3a3HAUuEeHA iHOopMallis JOCTOBIPHA | TOYHA,
Hana cepis npoayxuii BHpo6aeHa, BKIIOYAIOMM YMAKOBKY Ta KOHTPOAb SKOCTI Ha BHULUE3a3HAaucHiM AiNbHMU B MoBHIft BiAnoBigHOCTI 3
suMoramu GMP micuesux PerynaTopHux oprauis i y BianmorigHocti no cneurdikauii PeecTpauiitnoro aocke B kpaini imnoprepi. [poTokonu
BUPOGHHLTBA Cepii, YNAKOBKH i KOHTPOMO AKOCTI mepernauyTi i BixnosimaioTs suMoramM GMP. Bcei BiaxuneHus 6yau 3akpuTi T4 MaiOTh

[Tepesipus; Teresa Flores
Hara: 29/06/2023

3ateepaus; Erin Wheley
Hara: 29/06/2023
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CEPTU®IKAT CEPII

TEPADJIEKC ®

Cuaa aii/aKTHBHICTD: Kon npoayxry: 3470

D-I"moko3aminy rigpoxnopun ~ 500Mr

HaTpiio xonapoituu cyasfprar — 400 Mr Kpaiia supodunk: CLLUA

Kpaina imnoprep: YxpaiHa
Popma nozysannsa: Kancynm P prep P

Po3mip ta Tun ynakosku: 60 xancyn y QnakoHi

| pnakoH y kopobiii Peecrpauifine nocsiauennsa NeUA/7749/01/01

Cepin Ne: 366642 Jara supoounurea: 05,2023

Tepmin npuaarnocri: 05.2026

Konrpaxr ®Mapmarkan Kopnopeitiuen

IOpuanyuna agpeca i penis: 135 Anamc Asenro, Xonor, Hbio-ﬁopu, 11788, CLIA
Homep B yuisepcannhiii cucremi nymepauii nanux: 057795122

Aapeca BupoGuuuol nisbunui: 160 Kommepce Jpaiis, Xonor, Heto-Hopxk 11788, CLLIA
Homep B ynisepeaanhiit cucremi nymepauii panux: 968334974

Pesyabrar anagilis poaarorsca 8 Ceprudikarti Ananisy.

KaoMenTapi:

51 THM CaMHM CTBEPXKY!IO, L0 BHLIE3a3HAUCHA IH(opMaLlis AOCTOBIPHA | TOUHA.

Haua cepis npogyxuii BupoOneHa, BKMIOUAOUM YNAKOBKY Ta KOHTPOJbL AKOCTI HA BHINE3A3HAYEHiH MiNbHMLI B MOBHifl BiAMOBIAHOCTI 3
siumoramMu GMP micuenx PerynaTopHuX oprasiB i y BianosiaHocTi 40 cneuugikauiit PeectpauiiiHoro gocke B KpaiHi iMrniopTrepi.

I IpoTokonu BUpoOHUUTBA Cepil, YIAKOBKK | KOHTPOJIKO AKOCTI NeperaaHyTi i BianosigaoTs Bumoram GMP.

Bianogiaanbuuii 3a peanizauiio cepii
M’ - Thomas Jacob
[Tocana / 000B’ A3KH Menedoicep 3 konmponio Ooxymeumauii
[ i,ﬂl‘l e, nionic
Hara: 29.06.2023
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Product code: 3470
Package Size: 60 capsules in botile Lot No, : 366642
Package Type: 1 botile in pack Expiry Date: 05/2026

Date Mfd : 05/2023 Quautity Released : 66,600 packs
[tem Number: 1600487 Importing Country : Ukraine

Cuostomer : Bayer Marketing
Dosage Form : Hard Gelatin Capsules Authorization Number : UA/7749/01/01

Re}mrt NO.: 05.5235004 . R R B NG R A o RN " Smdorpprtit s et s iomd |

QC-VMS-2023-0011A/190; QC-VMS-2023-0039/80; QC-VMS-2023-0010/180; QC-VMS-
| P 3 e : , o [Jate 6729123
| WorkRef  Vol/Page: o655 0002/91; QC-VMS-2023-0003/81; Micro-testing# 36059

Test Specification Result

AT T T Y

Size #00 clear hﬁrdrgelatin capsule filled wioff-white to'lighl beige powder that includes Conforms
crystaliine particles
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Pescription

-

Pull ikl il B0 B R o il Y T

Average Capsule Weight | 1076 mg £10% 1074 mg

ha v e i Y P L T

| | l 8 0f 20 are within $:10% n'w.*fj;.l.'ﬁge weight
g infi | Conforms
Weight Variation Target WL 1.076 g ; Target Fill: 0.956 g
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Disintegration | TM-018 Not more than 30 minutes Conforms

cAts -....| Pt T TP AP T PN T L P T L T FEPPETTERTTPEVETECRENVRVRETREEVENTPEEPESEIVRTRLERT b VIR AP L Tl ot otttk TR HPAT Sk Lt Sk hipubabisian st e -
T Glucosamineg HCl | . . . Conforms
| 1dentification of | J s , 4 TM-018 Retention Time (RT) of the nijor peak in the chromatogram of the assay preparmtion il P ——
drug substances (.,htlndqm;lfn Sulfate correspond to that in the chromatogram of the standard preparation Conforms
S
| . S IS R— R S R
| ' 30)%-1 1{}¥%s 103%

Glucosamine HCl | [abel: 300 mg I e - | 1
Assay of druog o TIM-018 e . "Ppre— 4‘) . “ '35{}._! ngm oI5 mg

substances ‘90%-1:26% B " 95%

{,homi{ml‘m Sulfate Label: | 400m o i, o —
Sedium 360 mg 480 mg 392 mg

Weight Vanation | Glocos. Chon.

Uniformity of Dosage Units TM-018 o |
Limit: Acceptance Value Maximum 135 AV 4 1

f— PR R . P - i ! e PP e e e :
Dissolution Glucosamine HC TM-018 NLT Min. 75% (Q) after 60 mins. 90% |

t Total Aerobic Microbial L

1 Count Conforms

< 10° cfu/p

Microbial Total Yeasts & I £P 2,68.12 ) 102 f f’ """ J[eccmmmm——— Confo rms' T
Analysis | MouldCount ~ H USP<G1> §i s B » _ } e

E. col Absentin 1 g | Conforms
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| hereby certify that the above mformation is authentic and aceurate, This baseh of product has been fabricated/manufactured,including packoging end quality control a1 the above wentioned site in full complinnce
et the GMP requirements of the loeal Regulatary Authority and with the specifications in the Marketing Authorization of the importing country The hatch processing, packaging and anulysis was performed in

Lompliance with GMP. Any deviations associated with this batch have been closed and filed with the batch record,
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Verified by: (@resg Yo Approvedby:  Srin Ll “Y
b Date : .
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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

60 capsules in
bottle; 1 bottle in
Package size and type: Bottle No. pack Date of manufacturing: May-23

Batch number: 366642 Expiry date: May-26

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
manufacturer 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,
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Authorization of Batch Release
. ¥, .
Name:  sMomes JBCOR e e e e —]

R4 P P R o e

1

Date: SUNG & & LOXA
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