JEPXKIIKCITYXXBA YKPATHU
AEPKABHA CIYKFBA 3 TIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI

By Bepesusixiscrka, 29, Kuis, 02098, Ten./pake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua, Kox €IPIIOY 37079055

BHCHOBOK
PO AKICTHL BBe3eHOro B Ykpainy JKAPCHKOro 3acoly

25.03.2020 Ne 16083/20/26

IIPOTEKOH ®ACT®

(maliMeryBanus JiKapCBKOrO 3aC06y 2riHO 3 peecTpauifinuM nocsizuenHsm)
TabneTkH, BKpATI IIiBKOBOIO 06oronK010, o 30 Tabnerox y KoHTeliHepi; mo 1 xonTeiinepy y
Hauui 3 KapToRy '

(dopma Banycky, nosysauns, Bux N2KYBaHHS JIKapCHKOro 3acoby)
Homep peccrpaniiisoro nocsimenns UA/15396/01/01 CTpOK Aii peectpauiiinoro mocsimuerns 15.08.2021
Cepis nixapcskoro saco6y Ne EGD19004B1 Kinekicrs sBesenoro mixapeskoro zacoty 18209

BupoGumx Eseprojuxen Jlaiid Caecncus Jlimiten, Inmis

(HatiMenysanss BHpoGHUEa TKapCehKOro 3acoby, kpaita TIOXOIDKEHHS)

Beezeno B Vipainy Tosapucrso 3 06mexenoo Bianosinassuictio "OPIAHOCIH JTA",
inent. xon: 24377666

(natimenyBatus Ta kox 3a EIPTIOY lopuniranoi ocotu abo mpissume, iM'a, no 6aTEKOBI izmanol
ocobu - nixnpuemus, Ti Micue TIPOXHBAHHS T2 peecTpauitingii Homep 061ixoBoT KApTKH NNATHAKA
nozarkis abo cepis Ta Homep nacnopra)

IpoToxon sisyamsuoro konrpomo siz 03.02.2020 N 261/1.
JlaGopatopnuit amanis axocri mikapcskoro 3ac0By 3nilicHeHuit:

HepxaBra HaykoBo-goCHiIHA nabopaTopis 3 KOHTPOIIO AKOCTI JIKAPCHKHX 3ac06is [lepasrol
YCTaHOBH "IHCTHTYT rpOMazichKoro 350pos's im. O.M. Mapzeesa HAMH Vxpaiau" (M.Kuis,
Byn.ITonynpenka 50)

(HaliMeHyBaHHS Ta MiCHESHAXOUKCHAT naboparopii, wo nposena TraGopatoprui aHaniz sxocri)

BHCHOBOK MO0 #X0CTi MiKapChKOro 3aco6y, Branui naboparopiero Bix 23.03.2020 Ne 738

PesynwTarn naGopatoproro aHaNi3y AKOCTI JIKAPCHKOTO 3aco0y 3a nepeBipeHIMH TIOKa3HAKAME BigmosigarTs
BUMOTaM METOZIB KOHTPOIIO SKOCTI (ananiTHaHO-HOPMaTHEHOT ACKyMeHTaLil).
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© Evertogen

Evertogen Life Sciences Limited

HPOTEKOH ®ACT®, Tabrerxcn, Bxpr naiBKOBOIO 060s10HK0I0 Na30 cepia Ne EGD19004B1
CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJIIBY
Certificate No.:
Ceprudikar Ne: A EISE00048
Product name: PROTECHON FAST®
Hassa npoayscnii; HPOTEKOH ®ACT®
Pharmaceutical form: film-coated tablets
Jikapcexa dopma: TabEeTKH, BKPHTI IIIBKOBOIO 060JI0HKOI0
Strength/potency: 500 mg/ 400 mg /50 mg
Cwna pil/axrusnicrs: 500 Mr/ 400 Mr/ SO mr
Type and size of packaging: Ne30; for 30 tablets in container; 1 container in a carton pack
Bux i posmip ynaxosku: Ne30: 1o 30 TabreTok y xorreitnepi; no 1 KOHTEHHEPY y mauni 3 KapToRy
1 film-coated tablet contain: Glucosamine Sulphate 500 mg; Chondroitin Sulphate Sodium 400 mg,
Active substances: Diclofenac Potassium 50 mg )
Hitoui pevosunu; 1 Tabnetxa, BKPHTA II/0 MiCTHTE: Iimoxosaminy cymsdary 500 mr; XOHAPOITHHY Ccymbdary Harpiro 400 M,
Kaiito guknodenaxy 50 mMr
Manufacturer: Evertogen Life Sciences Limited
Brpobuuk: Epepromien Jlaith Caencus Jlimirer
Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla
Address: (M), Mahabubnagar, Telangana, IN ~ 509 301, India
Anpeca; Ilnot Ne Ec-8, Ec-9, Ec-13/ITi Ta Ec-14/11i Ti Ec At A Ci, ®apwma Ec I 3er, I'pint Inpacrpian Mapx,

Toaenamni (Bi), Exgepna (Em), Maxa6y6rarap, Tenanrana, IH-509 301, Tupix

Ruxnodenax xanito

Registration certificate; . Yalid upto:

Peccrpaniiiwe nocsinuenns: | U/ 15396/01/01 Iilice go; | 12082021

License No.:

Tineitzia Ne: 19/MN/AP2014/F/1G

Batch Ne Date of manufacture Expiry date Batch size (packs)
Cepin N Jara snpobunursa Tepmin apuparmocri Poamip cepii (ynak,)
EGD19004B1 112019 1872022 20 600
Index name Acceptable limits (by MQC) Result
HaliMenysanns noxaznnia Honycrmmi mexi (3a MKSD Pesyavrar

Tablets film-coated, orange colored, oval shaped, biconvex, scored on one side.

Description/Onuc TabneTiu, BKPHTI NTiBKOBOIO 060NOHKOIO, JIOMapaHYEBOTO KOJbOPY, Complies/Bianoningc
OBANBHOI POPMH, TBOOITYKIL, 3 PHCKOIO 3 OLHOTO Goky.

Identification/InenTndixanis
Retention time peak of glucosamine sulphate in the chromatogram test
solution and standard solution, obtained during the test «Assay.

. Glucosamine sulphate» should be the same. .
Ic.i hmmmme Sulphate Yacu yrpumysasas mixy FIIOK03aMiHY CyThdaTy Ha XpoMaTorpamax Complies/Binnonigac
JIOKO3aMiHY cyabdar . 3 .
: BHMPOGOBYBAHOTO i CTAHAAPTHOTO PO3UUHIB OTPHMAHKX MiX Jac

TpOBEACHAA TecTy «KinbkicHe puaHauenns. [morosaminy cynbam
TIOBHHHI chiBnAmaTH,
Retention time peak of chondroitin sulphate sodium in the
chromatogram test solution and standard solution, obtained during the

Chondroitin Sulphate Sodium :;st «Assay. Chondm{tln sulphaki sodium » should be ghe same. e .‘ =

- . CH YTPHMYBAHHA IiKY XOHAPOTTHHY Cymh(paTy HaTpilo Ha #2277
XongpoiTany cynsgar warpiro : . L
- XPOMATOTPAMAX BHIIPOGOBYBAHOTO | CTARAAPTHOTO POIUMHIB o \\\/e
OTPHMAHHX 11 Yac IPoBeeHns TecTy «KilpkicHe pH3natents f: /
XOHIPOITHHY CYTh(aT HATPiIO» NOBHNEI CIUBIANATH, Uf . ,mn»\' 3 \
Retention time peak of diclofenac potassium in the chromatoge: mgtfﬁm) PR AT Bl
solution and standard solution, obtained during the test «Assa ot 7 PR ,i w f§
> g TR
Diclofens: Pedassiar Diclofenac potassiumy» should be the same. "\

. - : -
BATIPOGOBYBAHOTO | CTAHAAPTHOTO POITHHIB OTPUMAHEX 1TiA Yac x,\fr

AR ; Jir )
- S Tids 6 =W A
Yacu ytpumysanns niky auxnodeHaxy kaio ga xpouarorpau%ff .\\ 74 éaﬁé}gey%ﬂac
| @ 27N
e TN

"",\
npoBeaeHns Tecty «Kinskiche BH3HAUSHA, Arnknodenak kaniroy» o

NOBHHHI CMIBIANATH,

PROTECHON FAST®, film-coated tablets N30

batch Ne EGD19004B1 1</33

Office ; GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. wwwevertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: §-8, S-9, S-13/P & 5-14/P TSI, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.




© Evertogen

Evertogen Life Sciences Limited

IPOTEKOH ®ACT®, mabiaercn, BRpUTI RAiBKOBOI0 060i0mKo10 Ne30 cepin Ne EGD19004B1
Average weight 1480 mg +5% mg
Cepeanst maca 1480 mr £5% . 148842 Mr

With 20 tablets weighed no more than two tablets may be deviations
from the average weight of more than + 5% and no tablet should not be
Uniformity of weight deviations from the average weight of more than + 10% +1.2768 %
Opuopianicts macy I3 20 sBaxennx Tafnerok He Ginpime Hix ABi TabneTKH MOXYTb MaTH -1.1755
BiJXHTIeHHA BLA CePeHBOl MacH Gimiure Hixk 5% i komua Tabnerika
He NOBHHHA MATH BLIXHICHHA BiA cepeansol Mach Gimsiie misk +10%
Disintegration NMT 30 min 22.62 min.
Posnagarnms He 6inpine 30 xs. o XB.
Dissolution/Pozunnennn "
Not less than 70% (Q) of glucosamine sulphate is dissolved in 60
Glucosarnine Sulphate minutes from the declared quantity in the tablet 947 ¥
Tmoxo3aminy cymsdar He Menwe 70% (Q) rmokosaminy cynsdary 3a 60 Xsunus Bix : ¢
3a#BICHOL KUIBKOCTI B TabneTui.
NLT 70% (Q) chondroitin sulphate sodium in 45 minutes from the
Chongdroitin Sulphate Sodium declared quantity in the tablet, 1071 %
XoHzpoitHHy cyabbar HaTpito He menmme 70% (Q) xouapoiTury cymsdary Ha‘IpHO 32 45 XBHIHH Bix ’ ?
3aABEHOT KinbKOCTI B TabneTai
NLT 76% (Q) diclofenac potassium in 45 minutes from the declared
Diclofenac Potassium quantity in the tablet. 102.86 %
Kaniro minctodenak He menume 70% (Q) kanito aukrodenaky 3a 45 XBHIHH BiJ 3a5BICHOT : ’
KinsKkocti B Tabaerui
Resistance to crushing NLT 39N 253.121 N
CrifikicTs no posjarosanns He menmre 39 H . H
Uniformity of dosage units/OnnopiamicTs NO30BAHMX OLHHILL,
Glucosarmine Sulphate
I'moxosaminy cymsdar AV=I50 388
Chondroitin Sulphate Sodium
Xonapoitauy cynsbar sarpiro AVZ15.0 A5
Diclofenac Potassium
Karito S AV<15.0 10.94
Related substances/Cynyrni nomimxn
Glucosamine Sulphate/Tiokesaminy cyabdar
2-Methylpyrazine Not more than 0.2% Not detected
2-MeTnTipasyEy He 6insue 9.2% He Busisieno
Any unspecified impurity Not more than 0.2% 013 %
By i5-1xa HecrietmikoBARa JIOMITIKA He Ginbme 0.2% . °
Chondroitin Sulphate Sodinm/Xonapoirumy cyabdary narpio
Anyunspecified impurity Not more than 2.0% 102 %
Bym-sxa nectienmdikorana aoMitma He 6imsme 2.0% : °
Diclofenac Potassium/Kaaniio aaknodenax
Any individual unknown impurity Not more than 0.5% 0.08 %
Byme-sixa Hecnienpikonana FoMinka He Gimbine 0.5% : .
Total impurities Not more than 1.0% 016 %
3aramsa KinbKicTs JOMILUOK He 6inemie 1.0% B ¢
Microbiological test/MikpoGionoriuna uncrora -

Total aerobic microbial count (TAMC)

. o NMT 10° CFU/g : Jreeain FU/g
3arankHe 9HCHO aepoGHEX MIKpOOPTaHisMiB . } KoV 2 0,
(TAMC) He 6insme 10° KVO/ 1 / 5 / 0 Ofr
Total combine yeasts/moulds count (TYMC) : y
3aranbHe YHCIO APIKIDKOBHX T2 INICHABHX :ygmﬁff%%yo /v D i' *\W‘) ('l 1 d"

rpu6is (TYMC)

Escherichia coli

Should be absent per 1 g '
He nonyckacrnca HassHicTs B 1 1 npetiapaty

lne j,mu'nnmxm F
ot 5"8‘,9(@ ¥;"

Assay/Kinukiche Ruinavenns AT
" YA N / 4
PROTECHON FAST®, film-coated tablets No30 batch Ne EGD19004B1 ) ,.f” 20f23

Office : GV Chambers, 7-2-C8 & €82, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: -8, $-9, 5-13/P & S-14/P TSHIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.



 Evertogen

Evertogen Life Sciences Limited

TIIPOTEKOH PACT®, Tabaerkn, BKpuTi LiinKoBoio 0Gonoikoio Ne30 cepin Ne EGD19004B1

Glucosamine Sulphate/l"oke3amisty cyasdar

From 475.0 mg to 525.0 mg/tabl. (95.0 ~ 105.0% of the label claim)

Atrelease . _ & -

Ha MomesT prmyciy » fi?s :Zi;(‘?)ur 10 525.0 mr/rabn. (95.0— 105.0% Bix 3agpeHoq g i

T From 450.0 mg to 550.0 mg/tabl. (90.0— 110.0% of the fabel claim) ALt
Bin 450.0 Mr oo 550.0 mr/ra6n. (90.0 - 110.0% Bill 3a9BNIEHOT

B i ir; . .
npouect sbepiranas Kinsgoeri)

Chondroitin Sulphate Sodium/Xonnpoiran cynngar warpin
From 380.0 mg to 420.0 mg/tabl. (95.0 - 105.0% of the label claim)

ﬁ;:l:::em sunycky B_in 380.Q Mr o 420.0 mMr/Ta6n. (95.0 — 105.0% pix 3asenenoi ‘

KiNBKOCTI) 4158 ™8 /tab.
Shelf life VFr.om 360.0 mg to 440.0 mg/tabl. (90.0 - 110.0% f>f the label claim) mr/rabn.
B nponeci 36epiramms B‘m 360.{) Mr 110 440.0 Mr/rab. (90.0 — 110.0% six sagenenot

KATEKOCTI)
Diclom.Potusiunﬂ(‘mﬁmmnmmbenax
At release From 47.5 mg to 52,5 mg/tabl. (95.0 — 105.0% of the label claim)
Ha momenT sumycky Bin 47.5 mr 10 52.5 mr/abn. (95.0 — 105.0% sin sasgsnerof KUIBKOCT) 03 M8 /tab.
Shelf life From 45.0 mg to 55.0 mg/tabl. (90.0 - 110.0% of the label claim) " wr/raba.
B npoueci 36epirarss Bin 45.0 mr 510 55.0 mr/ra6un. (90.0 — 110.0% six sassnenocl KUTBKOCTI)

CONCLUSION/BHCHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by MoH of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

[hercby 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 in full compliance with the GMP requirements of the local
Regulatory Authority and with the specification available in registration dossier. The batch processing, packaging and analysis records
were reviewed - found to be in compliance with GMP.

Banpo6Gysanus nposeneni sixnosinno xo MICS BApOGHEKA 3aTBEpIKeROl MO3 Yicpainn. :

3rinyo BHCHOBKY WEXNeNUIMMCANOTD, BHIERKATANKH 3PA30K MA€ CTAHRAPTHI HOKAZHHKH AKOCTI, mepeabaveni MK,

Oum s 3aceiguyse, mo wapenena suie indopMaiis € XOCTOBIPHOW T4 TOMHOMW. |

o cepito npoayxuii Gyno BHpODIEHO
(Bmouatoun HAKYBRHHA/MAPKYBAIIA) T2 KONTPOAL il skocTi ma BHINe3a3HAYeHIH BHpOOUMIIH AUILIANI npoBeseno Yy nosHil
Bianorinnocti 3 BuMoram GMP, Beramoaeaumu MicueBmm PeryaAaTOpHHM OpPraBoM, 2 TAKOXK BiANOBIAHO N0 caenmdicauii, uro
MICTHTLCH B peccrpauiiiioMy Xocke. Hporoxoan supobumursa, NaKysaHHs Ta awajaizis Gynu nepertmmyTi - BCTAHOBICHO
sianosinnicts GMP,

Name S
Tlpiseunie 6\ 27 o Se »Qa 0

Position of person authorizing the batch release :
Tlocaxa oco6wu, sixa Brnana go3sin Ha BHITyCK cepii @ A Mome R
] v

Signature of person authorizing the batch release
Hixmae ocobu, Axa Braana Ko3six Ha BHIIYCK cepii bedt

Date of signature

Hara mignacanns 2.8 ’!L; |9

PROTECHON FAST®, film-coated tablets N30 batch Ne EGD19004B1
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Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CIN No, U242327G2013PLCD85349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/p TSIIC, Pharma SEZ, Green Industriaf Park, Polepally (V}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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