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Cepin: N 1602775

Aixdpesenii sacii: DYHHCE
Medicinal product; FUSYS?
Hirpaa pevonuna :

Active ingredieniy
Pecerpaniiise noceigqenns:
Registralion Certificate:
JHuenain wa gaupsbunareo Ne:
Cepyadiwar GMP Ne:
Bupofinni:

Aspeca supodunia;

Manufictured by;
Address of manufacturer:

Poawip cepil: 250000 yu.

CIN No.: UsE929DL1997PTC085780)

CEPTHDOIKAT SIKOCTI
CERTIFICATE OF QUALITY

A e TLLOEPZINN0915
Jata/Date 23.12.2023

(rabaerkn no 150 mr, mo 2 Tadaeren y Gaicrepl no 1 Gaicrapy s kapTonailt virekosii)

(tablets 150 mg, 2 tablels in a Dlister; 1 blister in a carton package)

150 mr
150 mg

thaywonaioay
Fluconazole

& UA/7617/01403 pia 231018, repstin i peceTpariitnore nocslauenust neobaorenuil
Ne UA/7617/01/03; 23.10.18; Registeation Certificate validity is unlinsited

25/01/2018
0402019GM P
Kyeyht Xearxrep st Jta, Iuaia

Thaor Ne M-3, Tiaop Coeines Tkonomis 3oyn, Oeita-TE, Hivamuyp, Jicr, Zxap, Maaxsa Tipajens,

Hin 454774, Ttiunin
Kusitm Healtheare Pyt Led

Plot No. M-3, Tndore Special Eeanomic Zone, Phase-1), Pitliamypur, Distt, Dhar, Madhya

Fradesh, Pin 454774, India

Mata pin: 102023

Hifiennit por  09/2024

Batch: Bateh Size: DiM: Expiry date:
N Haisa noKA3HBKA Bunorm PesyanTath anazisis
B Nime Index Requirements . Resulf of analyses
I | Ganc Biai, ‘wpyral si cromennsp kpasyy radnerxy, 3 ainico posamvy 3 | Bimtosizde
OAHOTC BOKY. )
- Description White, round, flat beveled tablet with breakiine on one side. Complicy
2 Ipewrnpikania Hac  yrpaysaums  oqika ykonasoRy  @a xpoMatorpavax | Bigsosirae
AUNPOCYEARUZD TR EMAHOGEIMNOEC POTYUNHIG, OTPUMBHEX B YMOBAX .
KRABKICHOPO SE3RANETIH, Mie eninuagatu {mykouuson)
Identification The principal peak retention time ob sample solution chromptbgram | Complies
obtained in “Assay” should be the-same os Fluconnzole peak retention
1ime in comparative solution chromatogram (Flucouszole)
3 | Crupanicrs He Ginpe 1 % 0.2%
Frinhility Not more than 1 % 0,2%
4 | Posmagmuus o Gimnine 13 xu 06.%n 24 cex
Disintepration NMT 15 min 06 min.24 sec,
5 | Posunnensn He meume 73% (Q) (isyronasony 3a 45 Mun 9% - 9%
Dissalution Not less then 75 % {O) Flueonazele for 45 min 97% - 91%
6 OumopianieTs golosanux AV < LI, ne LI=15,0 Biimozinac
SHHHULL
Unifermity of dosage units AV < L1, where 1.1=15.0 Complics
7| Cynponiani pastinge Hoaduea A - ve fignme 0,5 %. 0.1%
Hoaiviga B —ue Sinnwe 0.3 %. 0.004%
Joativiea O~ ae 6innme 0,3 %. He nuaaacio
Homineea ¢ RRY Gian 0,53 - ne Gianme 0,5 %, 0.05%
Heaiovsa dostineka ~ue Gipnue 0,2 %. 0.03%
He Binnme 1,5 % cymu nosimox.. 0.2%
Related substances Impurine-A4 NMT 0.5% 0.1%
Impuriiy-ff NMT 0.3% 0.004%
Topurin-C NMT 0.3% Not Detected
Dapurity af RRT abont .33 NMT 0.5% 0.05%
Undaroven Impurity NMT 0.2% (.03%
Total Impurities NMT 1.5% 0.2%
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AR Mo 1210FP23(100915

X Hussn nosasuska Brsvorn Peayantary annaisin
Namé Index Requirements Result of analyses
8 | Kidvxicne suiunsens Hpu aunyercy:
Bix 95 % 2o 105 % dayronasony »rabaerui (pix sasnaenol kimmgoceri 100.76%

Ha mepatiy npudamnocmi:
Big 90 % po 110 % daywonasony v tafaersi (six sassienol KIBBKOCT)

Assay At releases 95 - 105 % Fluconazole of Labiel Claim 100.76%
Ab shelf Tife: 90 - 110 % Fnconnzole of Label Claim
b Mikpediosoritna sucrora® Saraneua npkicts aspoduns Mixpoeprauiaiz (TAMO): e Binnee 100 | He BHKORYETHCH
: K¥Y Ol

Baranena kinwxicrs mpisibkobax o maicesermx rpuin (TYMOC): we
Ginntue 10* KYOh;

Bineyridcsn (‘..st.henckm coli B | 1 npenapary,

‘ ‘ Nat Appligebie
Microbiotogical parity Totsl serobic Microbial coun (TAMC) —NMT 10° CFU/s ox Applicebi
Total Yeast & Mould Count (TYMC) - NMT i0? CFUH.
Escherichia coli should be absent per | g,

*leet BHEDIRYCTRCH L neplinx 10 copilh, nerin s cond 20 cepil afio o pas na pix.
* Mirobial purity will be performed on. first ten commercial batehes thereafler at every 206™ bateh or once-iii a vear which comes eatlier.

BHCTIIOBOK: Cepia Ne 1002775 Binnosinae pumaray MICYPIT Mo UA77617/01403

CONCIL. US}ON\’L Batch Ne 1002775 complies with the requivements of MQC RC Ne UA7617/01403
M

AHAJIZ BUKOHAB FATA _2: 3N 2 ponss

{ANALYSED BY) {(DATE)

Kowmenrapi: Hemae
Corhiments: no

Jamea npo ceprudixauiio: e«Miftenmy st saesiivyey wo maseiena rrow ndopmaids ¢ gocTosipuoie i rowon. Ha eepis
rpoayruii Syiir BUTOTORECHA (BRIONAIOYH YRIKGORKY / MAPKYBAHHA) § UPOBEILHO ROUTPRAL 1 nxocT] na swmeirazandmy
wiaspreveTel BonosHil viznonsiitiecr] 3 BaMoraa, yERKenIMi B wikoii sacrandei GMY, zatsepacuiii Minicrepersom
oxopony 3open's Ywpaium, I 3 adsorastn pecerpanifinord pocke wpalnig npisoadcana. HIpoToxomi supoBiunTea,
VUAROBKI Ti AHAMi3E8 Synu eperanuyri i peciiosaeno IX siznosinnicrs snsoraym GMPs,

Certification statement: «On this 1 certify, that the above mentioned information is true and accurate, Thls produet batch wus
produced (including packaging / labeling) and conducted for its quality control at fhe above mentioned manafacturer
aceording to specilied in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dosster of the destination country, Records of mapufacturing, packaping and analysis were
reviewed and determined for their compliance with the GMP requirementsy.

Kepienuk rpyny kodTpomsio skocti VnopuopmxeHa ocoba, ulo 3aificnroe  ceptudixaunio
Quality control group manager cepit

Qualified Person certifying {hc batch

Iss'a To MipizRILC
(Namg) \\\F\(\{\ ‘Q\ AR Iar'a Ta npiasnice (5{’ €A Lu-q b{,{,b\(%bm

Iianuc (\'amc}
{Signature) Tlianne o o gh
Jlara nianacanus @ na ARy (Signafure) s \w’},/g
(Date of signaturc) M. Hara rianucanys 2 Vv

{Date of signature) o
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