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AEPXIIIKCITYXEBA
JAEPKABHA CJHOYIKBA 3 JIKAPCHKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI
Byn. Bepesuskisceka, 29, Kuie, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €JTIPIIOY 37079055

BHCHOBOK
Opoe AKiCTL BBe3eHoro B Yxpainy AikapcbKoro 3aco0y

20.02.2023 Ne 7490/23/2611

INPOTEKOH®

(naiMeHyBaHHA Nikapchkoro 3acoly ariguo 3 peecTpauiftanm noCBiTHCHAM)
Tabnerku, BKpHTi 06o0HK010, 110 120 TabneTok y KouTettnepi; no 1 xonrelinepy p mawi 3

KAPTOHY

{dopmMa sHImyexy, AOIYRANHA, BHA NAKYBAHKA NIRAPCHKOTD 3ac06y)
Howmep peecrpauittroro nocsizaenss UA/3347/01/01 erpox aif peecrpauiiinoro moceiavenns HEOOMEKeHMIA
Cepia nixaperxoro sacoby Ne EGC22007F1 Kinekicts BeeaeHoro sikapeekoro zacoby 4750

BupoGHHK Esepromxken Jlaid Caencus Jlimiten, Inais

{HalimeHyBaHHa BHpobHHKE Nixapcekoro 3acoby, KpaiHa NOXOMECHHS)

Bseseno 8 Ykpaily Tosapucrso 3 ofmexenoio BianosiaaasaicTio "OPITAHOCIH JTX",

lnenT. wou: 24377666

(nalimeryBanua Ta koA 2a EJIPTIOY iopuanssoi ocobu abo opizsuige, iM's, no Garekosi GizHunol

ocoliu - mianpuemuy, T Micue NpoxHBaHHA T8 peecrpattifnuil momep oGnikopoT KAPTEK NISTHHKA
mozaTKiB a0 cepis Ta HOMED DACHOPTA)

Ja pesyneTaTamMM ACPWAEBHOrO KOHTPOAI0 BCTAHORNEHO, WO Mmikapchkul 3aci6 BBeseno »  Ypainy 3

JAOTPRMAHHEM Brmor3akqEOAABCTEA oo 3a6eaneverns skocTi nikapeskex 3acobis,

Mukona XOJIOJEHKO

{rianuc) (iniuiany 12 npissume)




© Evertogen

Evertogen Life Sciences Limited

MPOYEKGHS, TaGRSTRH, Bipit] oGonoHkoio K20 . cepln He EGCZ2007F1
CERTIFICATE OF ANALYSIS '
CEPTWDIKAT AHANIBY 1 21CP2210035
Product nams / Hasaa npaqywl: | PROTECHON® } NPOTEKCHS

Strangihipotancy { Cura piakvericrs: | 500 my (ur) {400 mg ()
Type and size uf pactagng / Biu i po3wip yrlamaml 120 tablels inf conlalners; 1 contalnge In &¢arion pack / 120 7abnerok ¥ xoHTaiHepax; no meﬁfapy ¥ ey 3 Kaprony

1 coated tablet contaln: Gluonsamna Sulphata 500meq; Chondoiin Su[phale Sodium400mg
Acive substances fﬂllﬂ‘ll pesosia. | 4 TAGRETKE, EKPHTA 060NOHKO0 MIcTHTL: niorcaamHy CybaTy SI0MF, XOHAPOTTHHY Cyfbbary HaTpiio 400 ar

Menufacturer / BHpoSHi: | Evertogen Life Sclences Limiad / Esapronxes Naiig Cacwena Nliniten ) —I .

Plot No: 5-8, 5-9, 8-13/P & 5-14/P TSIIC, Phamma SEZ, Green Industrial Park, Palepaly (W), .ladeherla {M),
Addrase { Appaca: - | Mahabubnagar, Telangana, IN — 509 301, India .

" | Mno¥ Ne Ec-8, Ec-9, Ec-13A1i T2 Ec-14/ Ti Ec A AR Ci, ®apma Ec ! Jer, Tpw Ingactplan Mapx, Monenanni (B9,
Efepna (Em), MaxabyGrarap, Tenawrara, IH-509 301, Ingin

Phagmauauncal form f Mikapcrsa dapma; | coaked tablets / TaGneTiw, Bkt DBONOHRDN |
|
|

Registration cerlificate / Peecipaniie ROCB{GNEHH; | UAI347/01001 Vakd upko / Jiiicka go: | Unfimiterd term f HeoSmemeHwi |
License No. / Majeraia Me: | 19IMNAPI014FIG
. Bakche/CepiaNe: | EGCZ200TF1 . | " Bahsize/ Pomip cepit | 5000 paalyna |
- " Dae of manufacture/ [ata BMpoGHALTEL. | 112022 | Expiry date {Tepmin npigamooti | 1112025 |
Test Acceptabla critarfa (at batch realize) Result
Hafmetysare nowasHma Kpumepil npwiATHoCT {He BINTYCK) Pesynbyar
Desaiption Yellow colored oval shaped biconven: ooaked Ehiets scomd onorersida.
On;w Tabneno, akput] 0GONCHKND, HOBTOMY KONbopPY, ORAMEHGT dIOPLM, JROONYKN, 3 pUCKalD Comples (Bioymeiaee)
3 aAH0ro Goxy.

klentification { lnarmidikauin

Rebention bms paak of gluccsarmine sulfate in the chromatogram of the test soluion
prepared far the Aseay, must be the same retenfion ime peak of glucosaming sulfate in
Giucosamine Suphate the chromatogram ebiained with reference sokition .
nraxosamiky cynpbar Yac yTPHMYBaHHH rika midko3amiHy cynbhary Ha XpoMaTorpani BunpoboeysaHoro Comples {Eoeitae}
POSMHHY, NPHIOTORAHND 4NA MmLKicHOMD BM3HaYAHIA, MAE J0FETHCA 34acoM
YTpHAlyBarsiA Na rrioaaminy cynbhaty Ha xpouaTamami pO3HHHY ROpIBHAHIA

The specirum of absomtion of the test solution prepared for the assay, as measured in
the range from 450 nm to 650 nm should comespond the spestrum of stardand sohution,

w%&w‘mm Cnerp abcapSyiT ennpotioayBaHOTD POSMHY, IPKMOTORAHOND ANA KKCHOG Compies Blonosines)
HAPGITHR Cyn BHIHEMBHHA, BUMIMHB3HHE B Afana30H Big 450 Hm ap 650 Hm, Mae Eignosigam cnesapy
: G ETRHRAPTHONO PoaMHY. .
s 2 The appearance of yveliow color solution with a solution of hydrogen peroxide . .
Taniun dioxice / Ty gac : 15188 HOBTOFD 32BADETIEHHR POI-MHY 3 POJWHOM NEPOKSHIY BOAHIO Comples (Bipcebsze)
; The speciium of the test sclufion shoukd comespond the spectrum o reference sollion. ]
Torirazine / Toprpamt CnexTp BHNpoGyEaHOT pasvkHY Mae BANCSIAATY CNeKTRY POSHHHY NopIBHANKA Cormples (Bpnoske)
Average weight/ Cepeana waca From 1425 mg i 1575 mg. / Blg 1425 wr 4o 1575 m. 149321 mg ()
; Of the 20 weighed tablets no more than two tablels may have a deviation from the .
; average weight more than £ 5% and na one of the pils should not have a deviation from
Uniformity of weight the average weight more than + 10% +48 o
OpHopifHicTs MacH 1 20 anzomerwx TalineTok He GinbLre Hik A TABNETIN MOXYT> METH BIJANEHHA BiY -14
cepefboT Macy Ginbwe W +5% i xogHa rabnema He NUBMHHA METV BUDGNEHHS Big
cepenHLai mack Ginulie Hix +10%
Disinlegration / Posnananis NMT 30 min. { He Ginbwe 30 xB. 2278 min. (x8.)
NLT 75% {{}) Gueesamine Sulphate in 60 min. / He menwe 75% (Q) rniowoaamisy cynethaty o7 %
3a 60 xp.
Dissoluti
ssolulen/Pozexesn NLT 75% {Q) Chondroilin Sulphale Sodium in 60 min. / He Merwue 75% (Q) XoRapaTtury —
cynuchary HaTpio 3a 60 xa,
Hardness / CridkicTs A0 po3naenoeaHHA NLT 33.2 N / He weHine 39.2H 2409 N{H)

Microbiologicat fast / MipoSionariisa unzmoTa
Tatal aerobic microbial count {TAMC) / 3arancie umcno aepobimx mikpoapratiiamie {TAMC)

PROTECHON®, coated 1ablets Ha120 batch Me EGC22007F1 1ofiz2

Office ;: GV Chambers, 7-2-C8 & CB/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCOB5349
Factory : Plot No: S-8, $-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaily {v), Jadcherla (M), Mababubnagar, IN - 509 301. Telangana, India.



@ Evertogen

Evertogen Life Sciences Limited

MPGTEKOHS, raners, kgl oGononeon 120 : 3 e capla M EGC22007F4

| T 1000 CFUKg 7 He Gireaua 1000 KYO! £ <10 CFUig (KYOM)
Total corbine yeastsimoulds count {TYMC) f 3arant+e Yicno apbeaxoni Ta nickrs rpubia (TYMC)
NMT 100 CFU/g /He Ginbue 100 KYO/ ¢ ] <10 GFUig (kYOI
E. coll Should be absentper1 g / He gonycxasThen HaasHcTeB 11 Absent (Biacymi}
Assay (al balch realiza) 7 Kimekicse BASHARUSHHA (H8 BHMTYCY) : ’ - :
| Guuoosamine Suphate/Tniorosaminy cyrbthar . | From 475.0 mg 10.525.0 mg Aab. / Bl 475.0 wr go 525.0 mrivabn. 5141  mgAab{uriratin)
'mahmmmfmmpommmpm From,340. ommmnmgnah Jauaaoo mr 5o 420.0 Mrhaﬁn._ : : 3574  mgAabfurirabin) |
* Residual organic solvents / Janimosl KsKOCT] GpraHHIE posHHade: . - - . -
Isopropyl alcohol { laonponinoaunh cwpT . NMT 5000 pprn / He Ginbwe 5000 ppm ; . 484  ppm
Dichloromethan / fiaxiopmeras z NMT 600 ppm / He GirfbLue 800 ppm . : 5 ppm
CONCLUSION / BHGHOBOK

The tests are performed In accordance with MQG of the manufaciurer that 2pproved by MoH of Ukralne.

In the opinion of the undersigned the sample refarmed to abave is of standard quallty is defined in the MQC,

| heseby carfily that the above Information is aulhentic and accurale. This batch of product has been manufactused, including packagingflabsling and quakily control at the above-mentionad slie In
filll compliance with e GMP mquirements of the local Regulatory Authority and with e specification availabla In regisiration dossler. The baich processing, peckaging and analysis ecrds
wans raviewad - found to be In compliance with GMP.

Brinpodyaana nposaneni BRnoeiaHo o MKR spobanka, wo samp,qm-li HAKAAOM Mm ‘Acpa'lau

T BHCHUBKY HONTENACHEN, BALIGERaHAR JPEIOR WEC CToHIRpTH 1D SV A bG8
LuM A sacelgo, WO HassgeHa BHUE kdopmayd © n,ocwupuuo T8 TCHHOH. L|,|o cepuo npqnywi ﬁym evpatineHo {mmu rﬂ:ysaummap:yaaum] Ta KHTpons T moett Ha
= —WNHMMWWMWMWWMHﬂWMM &-TERIR-SNDELEHE -0 -Gheumdisaul, wo- | —
MICTUTLOR B PEECTPALIFEOMY [OCEE. TTPOTORDTIN BUPQGHMUTER, NEKYEIHHA T2 BHaNTIB Byrw nepermHyTi - BCTAHOANCH BiRNOBAHICTL GMP.

[ Person, authorizing the batch release  Ocoba, elgnosinamsra sa Buryex cepll |

L | ﬁoﬂvwvwﬁ&| | © | | olzsas |

Name ! Nptating Poslion # Mocaga Signature: / Migme Date of signahkre [ lara NANMCAHKA

PROTECHONE, coated tahlets N#120 batch Ne EGCZ2007F1 20ofia2

Office : GV Chambers, 7-2-C8 & Cﬂf_.Z, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, C!N No. U24232TG2013PLC085349
Factory ! Piot No: 5-8, -9, 5-13/P & 5-1'4/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M}, Mahabubnagar, IN - 509 301. Telangana, India.
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