SNAMIZES OITONMOC, Ma3s no 20 ry 1ybi

cepin Ne FP101

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHANI3Y t FRpnzri

Product name / Haasa npogywuii:

' FLAMIDASE PHYTOPLUS | ©NAMIOE3 ®ITONAIOC

Pharmaceutical form / likapcesa dopma:

Strength/potency | Cuna ail/akTyeHicTs: |

50 mg {wr) lwe mg (ur) 10 myg (mr) 150 mg {ur) HO mg (ur)'tso mg {Mrj

Type and size of packaging / Bua i posmip ynamsm;

1
] .
ointment / Maib I

20 g in tube; 1 tube in cardboard pack / no 20 ry Ty6i; no 1 Ty6i B kapToHsiA nauui

Active substances / [ioui peuoaun:

| Mr, OniA TepnenTMHoBa 30 Mr

1 g of ointment contain: Levomenthol 50 mg, Camphor 100 mg, Thymol 10 mg, Methyl Salicylate 50 mg,
Eucalyptus oil 10 mg, Turpentine oif 30 mg
1 rrenio wictuto: Nlesomenrton 50 me, kamdopa 100 sr, Temon 10 Mr, meTuncaniumnar 50 Mr, onis eskanintosa 10

Manufacturer / Bupobruk: ~ Encube Ethicals Private Limited / Exx’s06 Evixana Npaitsit Nimiteg
Address / Anpeca: i Plot No. C-1, Madkaim Industrial Estate, Madkaim, Post Mardol, Ponda, Goa — 403 400, India
" DinbHuus Ne C-1, Maaxadm IHpacTpian Ecteirr, Magxaiim, Moct Mapaon, MNowaa, Moa - 403 404, Ingis
Registration certificate / Peectpauife nocsiguenns: | UA/1920/02/01 Valid upto / flifictie go: ! Unlimited term / Heobmexeruit |
License No./ Mliyensia Ne: = 361 ]
Bakch Mo/ Cepin Ne: | FP101 f Bakh size / Poswip cepil: | 44880 packs/ynax.
Date of manufacture / [lata sKpoSHMLTEE: | 1212021 i Expiry dale / Tepwin apuaarHocTi: [ 1112024
Test Acceptable critenia (at batch realize) Result
HalMeHyBaHHA NOKa3HWKa Kpwrepil npUAHATHOCTI ( Ha Brnyck) Peaynerar
Description / Cnwe Soft mass of almost white color / M'Aka Maca Madixe 6inoro konsopy. Complies / Biznosinae
Identification / laenTudpixauis

The relention time of the major peak in the dhvomalogram of the Assay preparaion oamesponds b that
cbianed from Standard sofcn.

Yac yTpuMyBaHHA rONOBHOTO Nika HA XPOMATOrPAMi BHAPOOYBAHOID PO3UMHY 8 YMoBaX
KINbKCHOrD BWIHAYEHHR, Mae 36iraTMes i3 4acoM YTPUMYBaHKA [ONMOBHOMO fika Ha
XPOMaTOIPaMi CTAHASPTHONO POI4MHY B YMOBEX TOTO CAMOTD BUIHAYEHHA.

The relention fime of the major peck in e chiomatogram of the Assay prepavaion comesponds b that
cbtaned from Standard solon

Yac yTpuMyBaHHA ronOBHoro nika Ha XxposaTorpami BUnpoBysanoro posuiHy 8 yMosax
KINbKICHOTO BU3HAYEHHA, Mac 30iraTCR i3 YaCOM YTpMMYBaWHR TONOBHOID nika Ha
XpOMATOrpaMi CTaHAAPTHONO PO3YMHY B YMOBAX TOTO CAMOI0 BU3HAHEHHSA.

The refention time of the: major peak in the dvornaiogram of the Assay preparaion comespends b tat
obianed from Standard solson.

Yac yTpuMyBaHHA roNOBHOTO Nika Ha XpOMaTorpaMi BUNpoyBaHOM0 POIUMHY B YMOBaX
KINbKICHOTC BHIHAYeHKA, Mae 30IraTHCR i3 43COM YTPHMYBAHKA FONOBHOTO MiKa Ha
XPOMATOrPaMi CTaHAAPTHOD PO3HMHY B YMOB3X TOTO CAMOTD BHIHBYEHHA,

The relenticn §me of the mejor peak in the dwormatogram of the Assay preparation comesponds b hat
cblaned from Standard soluion.

Yac YTPUMyBaHHA FONOBHOTD NiKa KA XPOMATORpaMi BUNpODYBaHOrO PO3uKHyY B YMOBaX
KinbKICHOrO BMIHAuEHHR, Mae 36iraTWCR i3 YBCOM YTDHMYBAHHA TONOBHOTO Mika Ha
XPOMATOrpami CTaKASPTHOTO PO3YMHY B YMOBAX TOMD CAMOT0 BUIHAYEHHA.

Levomenihd / Nlesomenton Complies / Bianosinae

Complies / Bianosigae

Carphor | Kamopa

Thymad / Tumon Complies / Bianosinac

Methylsalicylate / Metuncaniyunar Complies / Bianosinae

gzggﬁ;m‘sﬁxfﬁf‘z‘a‘fe 209 Notiess hin 200g / He maae 2000 N g0
Microbiolegical test / MikpoBionoriuna ykctora
Total aerobic microbial count / 3aranbHa KinbKicTb 3epoGHMX MIKPOOPTaHIIMIE

No more than 102in 1g / He Ginswe 1028 171 <10 infg(eirn}
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> Encube

DAMIES GITONNIOC, Mass no 20 1y Ty6i cepin Ne FP101
The total number of yeast / mold fungi / 3aransHa kinkkicTs ApbkAXiB/AnicHesux pubis

No more than 10*in 19 / He 6inbwe 10" 1r <10 intg(ein
Staphylococcus aureus Not allowed in 1g / He fonycxaemses HaresicTs B 1 r nipenapary Absent/ BigcyThi
Psaudomonas aeruginosa Not allowedin1g / He gomyckaeTeCcAHassHiCTs B 1 r npenapary Absent / BiacyTxi
Assay | KinbkicHe BUIHaHEHHR
Levomenthal / ieaouenton From (sin) 4.5 % 1o {10} 5.5 % 506 %
Carrphor 1 Kawchopa From (eln) 9.0 % to (a0} 11.0 % 996 %
Trymeol / Tumon From (sig) 0.9 % to (a0) 1.1% 10064 %
Methylsalicylate / Metuncaniyunar From (pin} 4,5 % to (10) 5.5 % 493 %

CONCLUSION / BUCHOBOK

The fests are performed in accorgance with MQC of the manufacturer that approved &:ﬁﬁoigi‘ u:tnra;?éc

@ opinion of liie undersigned ne sampia referred to above is of standard quality ned in lhe i ) ) .
Enhlgeg’,pi ea:'fy Llr?gz. the a?gm mm:maugrlaels authenlic and accurale. This balch of product has been manufactumq, lnc_fudlng magmgnapeimg and qv._;aﬁzy conirot al the above-
menlioned site in full compliance with the GMP requirements of the local Regulatory Aulhority ang with the spacificalion available in registralion dossier. The balch processing,
packaging and analysis records were raviewed - found lo be in compliance with GMP.

Bunpobysarn nposefie signosigio o MKA supobiesa, wo 3aTBepEH Hakaiom MO3 mitgéqﬁm -

3rifHO BUCHOBKY HIKHENIANHCAHONO, BHIEBKAIAHIMA 3PAI0K MAE CTAHIBPTHI NOXIIHAKK RKOCTI, 1 5 ) ~ )
Liﬂﬂmn w:aim?no. WO Hase/eHa BrILO IHOpMALIA € ACCTORIPHOID T3 To4HOK. Lo cepir npoaykLi Byno BupoBReHo (Brmiouaicu naxyaamuapmamg) Ta KOHTpONb Ti RKOCTI Ha
BUIL@3AI3RHIA BADOSHIUIA QINbHILY NPOBELAEHD ¥ NOBHIN BIANOBIGHOCTI 3 BuMoraM GMP, BCTAHOENSHAMM MCUEEMM PEFYAATOPHWM OPFakoM, & TaKOK BIRNOBIAHO 10 Crewwdikaly,
{0 MICTUTLCH B DEECTPALIHOMY fockE, MpOTOKONK BMPOGHIMYTEA, N3KyBaHNA Ta aHanisie Bynu neparnanyTi - BCTaHOSNEH) BIANCEIEHICTL GMP.

f_ Pergon, authorizing the bafch release | Ocoba, Blancainanuha 3a sunyck cepli j
[ Sacheen Desai | Manager OA | || =2 [ o% 02 2029

Name / Npissawe Position / Mocaaa ////Sqrﬁﬁ,&e 1 Tignue Date of signature / flata nigaucanka
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