JEPAKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitimusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €PIIOY 37079055

BHUCHOBOK

Npo AKiCThL BBE3€HOr0 B YKpaiHy Jikapcbkoro 3aco0y

08.10.2024 Ne 52409/24/26

TEPA®JIEKC AJBAHC®

(HaliMEHYBaHHS JTiIKAPCEKOTO 3ac06Y 3TiAHO 3 PeCCTPALiifHUM OCBIAYEHHIM)
KancyJn; no 60 xancya y ¢gaakoni; no 1 ¢gurakoHy B KapToHHi# Kopo6ui

(opma BUTYCKY, AO3yBaHHA, BUJ [1aKyBaHHA JTiKapcekoro 3acoby)
Homep peectpaniiitioro nocsizuenns UA/4142/01/01 crpox aii peectpanitinoro nocsizuents HEOOMexeHHI
Cepis nikapcekoro 3acoby Ne 488893 KifbKicTb BBE3€HOro JiKapchkoro 3acoby 40992

Bupo6Hux Kontpakt ®apmakan Koprope#mn, CIIA

(HaliMeHyBaHHS BHPOGHHKA NiKapCHKOro 3aco0y, KpaiHa MOXOKEHH)

TorapHucTBO 3 06MexeH0I0 BimoBinankHicTio "baiiep", inent. oa:

BseseHo B YkpaiHy 22911794

(HaitmeryBanns Ta kog 32 ELPIIOY ropunudroi ocobu aGo npisemime, im's, o 6aTbkoBi GisHIHOI
ocobu - mignpHeML, 1i Miclie IPOXMBAHHS Ta peecTpaliifHuit HoMep 06MiKOBOI KapTKH ITATHHKA
nomatkis abo cepis Ta HoMep MacHoPTa)

Tporoxon Bisyansroro kourpomo sin 08.10.2024 Ne 3440/1.

3a  pesynbTaTAMM JEPXKaBHONO KOHTPOMTIO BCTAHOBNEHO, w0 Jikapchkuil 3aci6 BBeseHo B VkpaiHy 3
JOTPMMAHHSAM BHMOT 3aKOHOJABCTBA OO 3a6e3NEYeHAA AKOCT] MKAPCHKUX 3acobis,

HauansHuk Muxkona XOJOJIEHKO

(rrocazoBa ocoba oprany AepXKaBHOTO KOHTPOJIIO) (mignuc) (iniuianu ta npissHILE)

M.IL

File: Bucrosok_Theraflex_Advance #60_488893.pdf
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Certificate of Analysis

Product Name : Theraflex Advance Capsules o Product code: 3479
Package Size: 60 capsules in bottle Lot No. : 488893
Package Type: | bottle in pack Expiry Date: Jun-26
Date Mfd : Jun-24 Quantity Released : 40,992 packs
Item Number: 1600485 Tmporting Country : Ukraine
Customer Bayer Marketing
Dosage Form : Fard Gelatin Capsules Authorization Namber :  UA/4142/01/01
Report No.: 08245001
Test Specification Result
g Size 0 blue cap, white body hard gelatin capsule imprinted "THERAFLEX ADVANCE", filled
Description with white to olf-white powder with a slight odor Conforms
Average Capsule Weight 0.800 g 210% 0.802¢g
Average Fill Weight 0.700 g =7.5% 0.705¢
Method Ref,
Disintegration TM-020 Not more than 30 mins Conforms
Glacosamine sulfate 2KC1 Conforms
Identification of e " Retention Time (RT) of the major peak in the chromatogram of the assay
drug substances Chiondroitin sulfate sodiu TM-020 preparation correspond 1o that in the chromatogram of the standard preparation Conforms
Ibuprafen Conforms
Content Uniformity: Ibuprofen
Weight variation: (;Iuc &p Chon Glue Chon Ibu.
Unifermity of Dosage Units T™M-020 i e :
Limit: Acceptance Value Maximum |5 AV 7 7 10
Glucosamine sulfite 2KCl Label 250 Limit 0% 120% 106%
i 8 ¢ el 50m imit:
o & m 225 mg -300 g 265 mg
ASS 90%-120% 1139
Assay of devg | o o in sulfate sodium || TM-020 Lahel: 200mg Limit: 0% 120% 3%
substances 180 mg -240 mg 226 mg
%a-110Y 999
haprofen Label: 100 myg Limit: 90%-110% A
90 mg -110 mg 99 mg
Glucosamine sulfate 2KCl Min.75% after 60 mins 107%
Dissolution Chondroitin sulfate sodinm TM-020 Min.75% after 60 mins 104%
Thuprafen Min.80% (Q) after 60 mins 100%
Impurity {buprafen retated compound C TM-020 Max. 0.25% Below Reporting Threshokl
Total Aerobic Micrabial Connt =10 cfi/g Conforms
Microbial Total Yeasts & EP 2.6.12 N
Analysis Mould Counnt Usp<61> 107 efufg Conforms
E. coli Absentinl g Conforms
QC-2024-0234/94; QC-DP-2023-0006/29; QC-2024-0273/13; . .
Work Ref.:  Vol/Page: ' Q .023 0006/29; QC-2024-0 ’ Date : 8/2/2024
Micro-testing# RM24094
| hereby centify that the ubove information is authentic and accurate, This batch of product has been fabricated/s factured,inclading pack and quality control w the above mentioned site in full compliance with
i GMP requirements of tie focal Regulatory Authority and with the specifications in the Marketing Authorization of the importing country, The buteh processing. packaging and analysis was performed in compliance
with GMP, Any deviations associated with this bateh have boen closed and filed with the bateh record.
N ~ {> \ f . [‘ 4
Verified by: {7 &0y ' \i}%’iy Approved by : u‘l (/i {‘ {K v Q[ C/) &,g
Dat A Dat {/
ater -~ N ate : . v Vg s .
oglo 9 lg«;@gmu@ OB|02 202N
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CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE

THERAFLEX ADVANCE® Product Code number: 3479

Strength / Potency: Manufacturer country: USA

Glucosamine Sulfate — 250 mg

Sodium Chondroitin Sulfate — 200 mg Importing country: Ukraine

Ibuprofen — 100 mg

Dosage form: Capsules Marketing authorization number: UA/4142/01/01

60 capsules in
bottle; | bottle in
Package size and type: pack Date of manufacturing: Jun-24

Batch number: 488893 Expiry date: Jun-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.

Authorization of Batch Release

Name:

UrCovrioan Lo tol

Position/title:

Signature:

v

Date:, %;? N

" -~ oy i
) SN AU AS LS C. BN (
T TIORTTIT HerattecRvemC e HFOU TGO TR
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Cepmudiixam ananizy

Hasga npenapary: TEPAGJIEKC AJIBAHC ®, kancynu Koa npoayxry: 3479
Poamip nakyeanusa: 60 kancyn y uakoni Howmep cepii: 488893
Tun ynakosku: | ¢nakon B ynakosuyi Tepmin npunatnocti: 06/2026
Jata pupobunurea: 06/2024 Kinbkicrs, no3Bonena no peasnizanii: 40992 ynakoBok
Homep mo3umii: 1600485 Kpaina imnoprep: Ykpaina
KanienT: Baitep Homep peectpauniiinoro mocsiguenns: UA/4142/01/01
dopMa fo3yBaHHS: TBEPL KETATHHOBI KaICyJIH
IIpotoxos Ne: 0824S001
Tecr Creundikauis Pesyabrar
Onuc Teepai xenaTnHoOBI Kancynu poamipy 0, wo
CKITQJIatOThCs 3 KPUILKH GIAKHTHOTO KOJLOpY i
koprtycy binoro koasopy 3 HanucoM « TERAFLEX Binmnosinae
ADVANCEDp®, 1o MicTATb nopowwoK Big 6inoro go
Maiixe 6inoro KosIbopy, 3i c1abKHM 3amaxom
Cepeans Maca Kancyan 0.800r+10% 0.802r
Cepenns Maca BMIiCTY Kancyjiu 0.700 r+£7,5% 0.705r
Posnan TM-020 He 6imsuie 30 xBunuH Bianosinae
2noKozaMiny cynsgham HPOBOH“T_LC" METOAOM BEPX Bianosinae
P~ OﬁHOHaCHO 3 KIJ‘IbK}l;]I:IHM BH3HAUEHHAM. : ‘
inenrudikanis cynepam T™-020 xpoz:ai?;g;ﬂ;:?ngpoé;soggsroo ll;(;:';;?{y Bimosinac
iGynpocen BiJNOBIJAE Yacy yTpUMaHHS Biznosigae
CTaHIapTHOrO PO3YHHY
210K03aMiNy cynodram 90-120% 106 %
225 -300 mMr 265 mr
Kinbxkicue HAMpio XoHOpoimux 90 -120 % 113 %
BUZHAMEHHSA cynvham T™M-020 180 - 240 Mr 226 Mr
iGynpogpen 90-110 % 99 %
90 - 110 mr 99 mr
[Tpsamuit MeTon: ibynpoghen .
s MeTon poimx::“f:y-d) I'mokosaminy Harpio
: XOHApoiTHH | [6yrnpoden
Opnopianicrs go3yBanns TM-020 2710K03aMiHY Cynvam, cynbar cynnar
Hampiio XoHOpoimuH cyrbham
HpnﬁHxTHe 3HauYeHHs He AV 7 7 10
6inpwe 15
2NOKO3AMIHY CyAbham He menwe 75% (Q) yepes 60 xBunun 107 %
Pozunnenns Hampiio xonopoimun TM-020 | He menme 75% (Q) uepes 60 xBUIHH 104 %
cyneam
ibynpogen He Menure 80% (Q) uepes 60 xBuinH 100 %
JHomimricu :é;o:; ﬁ;gggjﬁ x(gzem 3 TM-020 He 6Ginswe 0,25 % HIKYE BCTAHOBJICHOTO NOPOTY
e e
MikpooioJoriuna mi P K,.ﬂbm.cf; A EP 2.6.12
HUCTOTA Opiocdnicis bis USP<61> < 10*KYO/r Bianosinae
pigHC ma zpuy
Escherichia.Coli Bincyrnis 1 r Bianosinae
Po6oue nocunanus: QC-2024-0234/94; QC-DP-2023-0006/26; QC-2024-0273/13; Micro-testing#RM24094 JHara: 02/08/2024

S THM caMHM CTBepJDKYIO, IO BHILle3a3HaYeHa iHdopmauisa KocTosipHa i TouHa,

Jana cepis npoayxuii BupobneHa, BKIIOUAKOUH YIIAKOBKY Ta KOHTPOJIb SKOCTI Ha BULIe3a3Ha4eHill Aineanui B noBHil BiAnosigHocTi 3 BUMoOramMu
GMP micuesnx PerynsTopHux oprasis i y Bixnosignocti no cneundikauii PeectpauiitHoro mocke 8 kpaini iMroprepi.

IpoToxony BHpoOHHLUTBA cepii, YaKOBKH i KOHTPOIIO AKOCTI NEPErNAHYTI i Bianosinatote BuMoraM GMP, Vei siixunends Gynu 3akpuTi Ta
MaHTh IIPOTOKO.

ITepepipus:  Teresa Flores 3ateepaus: Laura Vargas
Hara: 02/08/2024 Hara: 02/08/2024

3479-60 YkpaiHa - 489168
File: GoA UKR Theraflex Advance #60 488893.pdf



CEPTHU®IKAT CEPIT

TEPA®JEKC AJJBAHC®

Koa npoaykry: 3479
.Cuna gii/akTuBHICTB! ,
I'mokosaMiny cynbdar — 250mr Kpaina supo6uux: CIIA
Harpito XxoHOpoiTHH cynbpar — 200 Mr
[6ynpoden — 100 mMr
Kpaina imnoprep: Ykpaina
dopMa 103yBAHHA: KATICYIH
Homep peecrpauiiinoro nocsinuenusi:  UA/4142/01/01
Po3mip Ta THN yDaKoBKH: 60 kancyn y ¢nakosi,
| ¢makoH B yrakosui

Homep cepii: 488893 Jlata BupoOHMITBA: . 06.2024

Tepmin mpugatuocri: 062026

Kontpakt ®apmaxan Kopropeiiinen

FOpuanyna agpeca i peais: 135 Amxamc asento, Xomor, Hato-Hopx, 11788, CIIIA
Homep B yniBepcanbmiii cuctemi nymepauii gannnx: 057795122

Aspeca supo6nuuoi ginbauui: 160 Kommepe [paiis, Xoror, Heto-Wopx 11788, CLUA
Homep B yHiBepcanbniif cucremi nymepauii ganux: 968334974

Pe3ysbTaT aHaNi3iB Xoal0TheA B cepTHdikaTi aHaNi3y.

KonmenTapi:

ST THM CaMHM CTBEPIDKYIO, IO BHllle3a3HaueHa indopMallis AoCTOBipHa i ToUHA.

Jlana cepix npoaykuii BupobneHa, BKIOYAIOUH YIIAKOBKY Ta KOHTPOIIbL AKOCTi Ha BHILE3a3HAYEHIH JiNBHULI B MIOBHIM BIAMOBINHOCTI 3 BUMOTaMHK
GMP Micuesnx PerynstopHux opranis i y sigmosianocti fo cnenudixauiii Peectpaniftnoro goche B kpaini iMnoprepi. TIpoTokonu BUpoOHULTEA
cepii, YIIaKOBKH | KOHTPOJIIO SKOCTi MIEPErIARYTI | Bi/IIOBIAIOTL BUMOTaM GMP.

YioBsopaxena 3a BUIycK cepii ocoba

IM’s; Andrea Ganzalez

Tocana / 0608’ #3ku © Creyianicm, QA koumpons Ookymenmayii

Tlignuc:
Jara: 02.08.2024

.3479-60 Ykpaina - 489168 - ) .
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