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Kusium Hoaltheare Pot. Ltd .

CEPTU®MIKAT SIKOCT]
CERTIFICATE OF QUALITY

N
N "‘?o
"'{“\ ffm

AR N 1110FG 23001354

- Hava/Date 07.12.2023

Jigapeseii sacio: EC30J  (rabaerri, sxepuri ofoaoukoie no 100 yr, wo 10 radaeror y $alerept; no 1 Baicrepy »
RApToHni yraxoesni) | |
Medicinal product: ESZOL®  (coated tablets, 100 mg, 10 tabléts in a blister; 1 bister is in a carton package)

Alisoua pevopiina irparousson 100 mr
Activeingredient: Ttraconazol 100 mg
Peecrpaniiine nocsigacinm: Ne'UA/LG774/0101 mia 06.03.2020, Tepsiiy Al pecerpuniiinors Toesinaéuna: neofmeaennii
Registration Certificale: - Ne UAHG?’?#;’GL'{}I from 06.03.2020, Registration Certilicate v '1lullt1,r is anlimited
Jiuewsin na pupobunyrso Néi.  R4§/2354
Ceprigirar GMP No; 042/2026/GME
Bupohuix: Kyceys Xearxwep fler JIrd, Innis
Agpeca sapoTanra; CI1-289 {A), PHKO Indactping apea; Yonanyi, Bxisagi, flier. Aapap (Paxaacr ;m}, Inmﬂ
Manufactured by: ' Kusum Healthcare Pyt Ltd, India
Address of manufacturer: SP-289(A), RHCO Didustiial ar ea, Chopanki, Bhiwadi, Dist. Abwar (Rajasthan), India
Cepins- Ne 1062316 ‘Posatip-cepti:10000ym. Hara snr. 0942023 Hificnuii-mo: 08/2026
. Batch: - Baich Size: D/M:. Expiry date:. )
Ne thannm_u AROCTI Biyiorn Pesyaveary an a.n i2in
Fests Requirements Results of analysis
1 | Onnc Kancyronombut Tabaerxu, expiti ofoioukoo poxesoro | Bimnosinae
KORROPY, 3 horotimom «ITR. 100» 3 oaHor0 Goky.
Description | Pink, capsule shaped film. coated fableis, «ITR 100n-¢embossed | Complies
B - on onc side of each tablet. N
2 laenrtH dikamin Hac yrpHmauns. ocHopHoro niky ua XpoMarorpasax | Biamoniiac
GUHPCONAYRANOZe | CIIGHAUPINNOZG . POIUNITIE, GTPUIMARNX. B
yMoRax KissKicHOro BAZHAMCHHA, TOSLINCH CITiK1Ta 3aTi.
Identification The. retention times of the ma]c-r peaks in the chromatograis | Complies
| ol the assay preparation corfesponds (o those in the
| 1 chromatogram of the standard preparation. o
3 | Oamepiyiers  jozesannx | AV <11 neL1=15.0 Bianosizac
0AHBH L
1 Uniformity of dosage units: AV <11, where L1=15.0 B ~ Complies
3 | Yo3anananus He Ginbue 30 xa, 9xs 51 cex
Disintegration Not more than 30 minufes O minutes 31 seconds
5 | Podvunedns He nermme 73 % (Q) itpakotaiony 3a 60 ¥ 92.1% - 95.2%
Dissolution NLT 73 % {Q) of llraconazole in 60 niinutes 92.7%: - 95.2%
6 | Cynposigsi romingcn He Busme 0,3% xownol ivpusinyansiel Makcwmansuoi | 0.07%
| AoiinKm., ) 0.065%
He Gianie. ];2'5;'%' CYMI AOMLITO0K.
Retnfed substances. Any individual highest impurity: NMT §.3%.
NMT 1.25 % of Total impuritics.

T 1 KinskRiciie snsaaseii

Axsay

Ifpu gunycry: |
95,0 % — 105,0 % iTpaxonasony Bl 3aBACHOrO BMICTY

Ha mepstin npudamnocmi:

90,0 % ~ 110,0 % irpaxouasony pia 3anenesors sMicTy

Ar release.

95.0 % to 105.0 % of ltraconazole of label ciain.

O shelf life:
90.0 % to 110.0% of firaconazole of label claim.

8 | Jwmmsopi kiLkoersi
OraRIENX POSHURKIERIBY*

Residual solvents

2-nponapor — ne dinsere 5000 ppm
MeTHIeHNAopNR — e Gissnie 660 ppme

2-Propano] not maore than 5000 ppm
Dichloromethaie riot more than 660 ppm

1375 ppm
He wuaniacHa

1395 ppm
Not Detected
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Factory: SP 289 (A), RTICO Indi. Arca, Chopanki, Bhiwadi, Distt. Alwar, Rajasilian (India), Ph 1 +91-1493-208232/33/34/35
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SMicapeskaif hacio: EC30Jd  (rabaersai, skpuTi o6o10mmo no 100 mx, no 10 Tabnerox v Gxicrepi; no 1 6xictepy B
| . o  rapromsiii ynaxonii) | |

Médicinal product: ESZOL®  (coated tablets, 100 mg, 10 tablets in & blister; 1 blister is in u carton package)
Cepia Ne 1002316

Baich: .
19 MikpoBiogorisna ynerora® 3araaLie $Hcio aupuﬁnm sixpoopranizmis {TAMC) e Ginniure

10 KYOir,

1 3avansge yHcHo Apiwikosy Ta nricenerux Fpibis (TYMC) ne

1 Ginavwe 102KV OA.
Buicyruicts Escherichia eolin-1 v npiénapaty.

Microbiological purity™ “Total asrobic microbial count (TAMC) ~ NMT 10* CFUlg. Not required
| | Total combined yeasts/motilds count (EYMC) — NMT )

10? CFU/g:
Escherichid celi should be absent per | ¢

*Tecer u:»nmuycmcﬂ As nepum\ 3 cepln oviM amrrozpel 1 cepii afio oaur paa Ha PIK.
* Microbial purity will be perfornied on first 3 commereial batches thereafter at every 10" batch or once in a year which comes earlier.
FE PegyanTaTi nunpnﬁ}rnamm nepem}c:;mc:; 1 KOITFPOKID B npoteci mipodHmTia,

**% Ranult would be transferred from i -process iest control,

BUCHOBOK:. Cepis No 1002316 BiORIAAC BuMoraM MKS PTT Ne UA/I0774/01/01

CONCLUSION: Baich Ne 1002316 complies with the reguirements of MQC RC Ne UA/10774/01/01
AHAJIBBUKOHAB mg,g — JATA _ O T} 1] Bara
{ANALYSED BY) L O] 94 2012 (DATE)

Komemrrapi: nemae }'\_) 11T-gé;l-€_;;, -_ ﬁ&aygh»-
Comments: no

3aspa npo ceprydikaitiio: «Aiftcniing g 3acixayto, no niaeexensa Bume tndopmanis € gocroniproro i rourow, s
cepin MpoayKHii 6y1a BHroTOBICHA (BRINOMAI0T K YHAKOBKY / MAPKYBARNS) | IPOBeNEN0 KONTPOIL it HKOCTI HA
BHILEIrANANOMY Bianipiemersl B Nosiih siznoriguocti 3 BUMoram, 3asuadcMi B YHRRIR HacTanusi GMP,
aaTseppEenii MinicTeperson oxopous 330pos'a Yrpaius, i 3 BHMOTAMHK DEECTPAUIIRONG J0CLE KPATIT

apr3navendn. [IpoToxoan BEPOSIGINTEA, YRAKOBKH Ta ARAMI3IB Gy nepernanyTi i BeTanoBacHO IX
-pianosiguicTs BuMoram GV Px,

‘Certification statement: «On this I certify that the above-mentioned information fs frue and accirate: This product
‘batch was produced (including packaging / labeling) and conducted for ifs gquality control at the abeve-mentioned
-manufacturer according to specified in the current GMP guidelines, approved by the Ministry of Health of
Ukiaine, and with thé requirements of the registration dossier of the destination country. Records of

'. m;muf&cturmg, packaging and'analysis were reviewed and determined for their compliarice with the GMP

requirements».
Kepisiiie rpynyg kouTpomo axoer YiopnoBajkeHa  ocobs, 1o --qum‘meﬁ
DIBIHK IPYIH KOUT] . Y 110R1HO i
-Quality control group manager cepTudixantic cepli. P
| _ Qualified Person cert’ifjﬁng}hﬁ} ok

dw'a Ta opissuie A ~ Dut'st ra npisBhe.
(Name) H-Sahu MNeme) g bry L
Tianuc - Hijmwce AR
(Signatare) %JL’J (Signature)
Jarta mignucanda. M e Jara rpneanys J g N e
{Dute of signature) @a_-—}; } [7 { NN (Date of signature) | AN IS

: . _ .,- f')@')_:l & 4 S, S
Kepihiic rpy1um XOUTPOMIO SKOCH | vy Meregsep pixniny safednguenss skoeti.

‘Quality control group manager

Quality Assurance group manager
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