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‘Howmep peecrparitinoro moesimenns UA/I8754/0 101 cipox mit pecerpaniitaoro nocsimaenmn 25.05.2006
‘Cepig mirapcrkoro 3acody MNe 2004559 KirpxicTs BBeseHorG MiKaposkoro racoty 1128
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(1aibe HyBaFD BHPOCIIKE MXAPCLROND 3ac00Y, XpalHa IoXOIKe His)
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Dr3HEOT 0coBH - NIANPHEMI, 1 MICHE IPOKIBANAA T2 PeecIpariiiis s HoMep oBTiKoRsT
KAPT I FRATHHR oAt abo Cepist T8 HOMB) HactiopTa).

Tpororen sizyansuoro xonrpomo sin 18.01.2022 M 3761/10.

Ja pe3VERTATAME. JEPHMABHOIC KOHIPONIO BCTAHOBNGHO, U JIKAPCHKI 24Ci6 BECICHO B Vrpaity 3
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Jixapeici 5aci6: APCTUGEH®

Medicinal product: ARSTIFEN®

o Jioga peropinal

- So-Active ingrediont:
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Cepin: Ne 200_{559

Peccrpauiitie nocBixesnn:
Repistration Certificate:
Jlinen3ais Ha pipofHNNTIO Nox
Cepmudikar GMP Na:
‘Brpnbnuk;

 Anpeca BHpoBHuKa:

‘Manufactured by:
v Address of manufacturers

e Ph.. 07292-258300, Emml nfc@I(usum.cam, Websxte. WWW, kusumhealihcme COIm

CIN No.s U65929D1.1997PTCO85780

CEPTHOIKAT AKOQCTI
C‘ERTIFICA TE OF OUALITY

AR Ko KPEP2100409
Mara /Date: 30.09.202%

(rabarereeny msinyui, 10 20 Tabneror ¥ ry6l; o 4 vy6it y kapronuilt ynaxesui 3 ispacaropuim

NAReROM { KOHTPOALHIM KRIAERAZPEM)
(effervescent tablets, 20 tablets are in a tube; 4 tubes in a carton package with pH indicator

‘paper and a conirel calendar)

Kucxora mianna Gespopna _1197 sty HaTpivo nrpar Oesnoxnnii 835, 5 mr,
‘Kaniw rigporapboitar 967,5 mr

Citric acid snhydrous 1197 mg, sodium citrate anhydrous 835,5 mg, potassivm bicarbonate:
967,5 mg

Na UA/18754/01/01 sin 25.05.2021; Tepmin ail peectpaniiinore noceiguens: 25.05.2026 poky

Ne UA/18754/01/01 from 25.05.2021; Registration Certificate valid till: 25.05.2026
25/01/2018

040/2619/GMP "
Kyeym Xearxwep Itsr JiTn, lunm e

Iix 4547‘?4 Lunnin

... Kusum Healtheare Pyt Ltd, India
Plot No,
Pradesh, Pin 454774, India  ’

v1-3, Indere Special Economic Zane, Phnse—II, Pithampur, Distt, Dhar; Madhya.

| Po3nip eepiit 1250 yi. Hara pur.: 09/2021 Nificumil go: 08/2023
- “Batchy Batch Size: DAV Expiry date:
? o i " . - b v aem E— .
Ne Haisa nokaznuxa Bunors PesyasTaTh ananizip
Name Index Requirements _ Resuit of nnsalyses
1 | Omic | 'I{p)frm nnocki Tatrerks 3 hackoo, BiA Gimoro po matbxe Ginoro xonbopy, 3 Binnorinae ,
piBHOIO TIoBEpXHEI0 3 060X Goxin | o
: | Deseription . White to off white, tound, flat, beveled edped tablets, plain on both sides Cqmplias o
2 Iﬁ(ﬂﬂ‘:l‘}lllt}iﬂﬂuiﬂ , . . .
- Hunyyi rabnersn TaOnerky ruxinaiorh Gynslaluki razy Mpu posuxHensi y noal Bixnosiziae
- mgllmq}imaﬁiﬂ Yac yTpUMyBEHHS OCHOTHOTO NiXY Ha XpoMaTorpaMi JoCIiKyEaHOrs posuuty | Biaronixae
£ ... | KneaoTa astmona BIINOBIAZE HACY YTPRMYBAHHS IIKY 1A XPOMATOIPaMi CTAHKAPTHOTO POSHUHY;.
o ‘| DTPHMAHOTO B YMOBAX KINEKICHOTO BUIHAMCHHS KHCNOTH JIMMONHOT
Taenvudisania | Tecr wa 3aBapsnenus DORYM'S NPOBOAVTLCA HA HATPIH Binnomimae
_Hatpilt | | e
w1 Inewrndicanin Sxiena peaxutis Ha Kaxi# . | Bianesigac
Kanio rigpoxapd oHat Sxicua peaxiis ka rinpokapborar e, B LANORIAGE

_I,ucu'rmbiicaﬁiﬂ
| Horpar |

Swicha peaxknlis #a UKTPAT

1 Identification Thae sample effervesces when dissolve ifi water
| Effervescent tablets. |
i | Identification. The retention time of the major peak in the
_ 1Cltrn:: acid | comresponds to that of the major peak in the chromatogram R s g,
Y obtained under Assay of Citric acid '
Identification _Flame coloration test is performed on sodium.
Sodium - ' | -
: S ) .. 1 Complics:
: Identifleation. Qualitative reaction of Potassium Complies
5 “Potassium bicurbonate Qualitative reaction of bicarbonate: o
’ '_ Idemlﬁcatmn Citrate . | Qualitative reaction of Citrate | | Complies . =~
Regd Off.. D-1584, Okhla indl Area, Phase-l New De1h1~110020 (Indla)
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Plot No. M- 3 Indme Specml Economic 2 Zone, Phase-ll, Plthhmpmf Distt. Dhm, Madhya Pr adesh—454774 (Indm)
Ph.: 07292-258300, Email: info@Kusum.com, Web51te www. kusumhealthecare.com
- CIN No.: U65929DL1997PTC085780
, Ne Hasna noxasmixa Bnnmors | PesynRnLraTi ananisis
| ) Name Yndex | Requirements _Result of analyses
3 | Cepeans maca 3400 mr+ 5.0 % (3230,0 Mr— 3570,0 MT) '3392.65 Mr
; eonr] Average Weight 3400 mg + 5.0 % (3230.0 mg — 3570.0 mp) 339265 mg |
L 14, | OnuepigwicTs AV<SLI, ge L1=15,0 s KHCHOTH JHMOHIOY, RATPII0 UHTpaTy Ta v
KO30BAHMX OQHHIL Kanio rmpmcapﬁona'ry Bignosinae
Uniformity of Dosage | AV<L1; where L1=15.0 for ¢itric.acid. sodium citrate and potassium
.| Units ‘ | bicarbcmaﬁa , . - | C{}m}]]ies. B
5 | Posmaganas He Ginsime 5 xpynun B 200 »01 Boawu npu 15-25 °C 01 x8 20 cek
|- Disintegration Time . . | Not more than 5 minutes in 200 ml water ag 15-25°C, 1.9l min, 20sec,
| 6 | pH 4,5 -6,0 5.1
- pH 14560 5.1
7 Kinexicse .
|'BH3HAYEHNR - 1 Kncnora nnmona |
"BEPX: - - - 1 93,0 % - 105,0 % iz 3agB1€HOTO BMICTY - 99.36% W
- T - (137,15 — 1256,85 mr/rabuerxy) . 1189.31 mr
| MOSyMSIHER ‘Harpio mrpar
hoTomMeTp. 95,0 % - 105,0 % Bix sasBnenoro BMICTY - 100.41%
' 1(793,73 = 877,28 mr/rabnery) 1-838.90 mr
| .'ICnJIim-ri,upmmpﬁuna*r 1
1.95,0 %~ 105,0 % Bin 32g8nEH0r0 BMiCTY y 100.44%. .
| (919,13~ 1015,88 mr/rabreTky) - 971,79 mr
o Assiy -
S AT . HPLC |
L For-citric acid: |
95.0 % - 105.0 % label ¢laim * 99.36%
{1137.15 mg - 1256.85 mg/tablet) . 118831 mg
| Flame photorieter Tor Sodium citrate: . ) |
. 95.0 % - 105.0 % label ¢claim 100.41% 1
__'Mﬁg fj - (793.73 mg ~ 877.28 mg/tablet)- 838.90 mg |
Y £ For Potassium bicarbonate: o
95.0-% - 105.0 % label claim 100.44% )
1(919.13 mg - 1015.88 mg/tablet) 187 Bmg
3aralsHa KinbKICTh aepOBHMX. Mikpoopranismin (TAMC): He 6ume | 15 KYO/r
103 KVO/r; ,_ o o
‘BaransHa KiNLKICTE ApIKIKOBHX Ta oricenenux rpiubin (TYMC): we | <10 KYO/r -
Ginpwe 102 KVQO/r; ¥ B '-
Bincyraicts Escherichia coli B 1T ripenapaty. ‘Bigcyraicts /r
- _Mi*urdhiological' 7 FTotal Aﬂmhi::-Micmbial_'Connt (TAMC): Not mors than 10 CFU/g;. | 15 CFU{g ,
| Purity* Total Combined Yeasts/Moulds Count (TYMC): Not more than: 102~} <10 CFU/g i
CFU/g; .
N e .| Escherichia coli absent per 1 g __ i | Absent/g ]
| 1

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India) Pace 2 of
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Kusum Healthcare Pot I, )

Plot No. M-3, Indore Special Economic Zone, PhaseiII, Pithampﬁr, Digit. Dha, Madhya Pradesh-4547 74 ﬁhdia},
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kusumhealthcare.com.
| CIN No.: J65929D1L.1997PTC085780

}

AR No : KPFP2100408

* Konrpons Mixkpa6ionoriygol WHcrorti NPOBOKATE fUis epHX 3 cepilf, oTiM g kool 10 cepn

abo onuH pas B pik.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10%ba

tch or once in a year,

BUCHOBOK:  Cepin No 2004559 mizmosinae simoran MICE PIT Me UA/18754/01/01 S
CONCLUSION: Batch No.2004559 complies with the requirements of MQCRC Ne UA/18754/01/01

Ponrag
(ANALYSED B N (DATE)
] | et M |
Konmenrapi: vemae.
Comments: no

3asnpa po cepruixanio: «AIHCHIM st 3acBIANYIo, 110 HABCKeRA BILLE irhopmaitis € gocronipicoro i Tousao, I cepis. ..
npoaywuil 6yia BEroToORIEHA (RKNIOYAI0H ynakosiky / Mapryeannus) i rpoBegeno xontpons W akoeri ma ey
BHULEIraAaNoMY RIRNPHEMCTR B NOBHLR RINIOBIAHOCTI 3 BHMOramMI, 3231 3HeHIMYI B wnMiit tacranoei GMDP,
3aTeepiokenii Minicreperaom oxopown anopos's Yipaiun, i 3 sBuMoramn pecerpaniitnoro gocke KpAlNH NpUIRaYeHns.
IIpoTosxony BHPOGRHUTEA, YIAKOBKH T4 aHaNiziB 6y BepernauyTi i BeTAHORIEHO X RINMOBLMICTL BUMOTAM CMD's.

_ Certification statement: «On this I certify that the above-mentioned information is true and accurate. This p‘f?ﬂ““?;‘;’-??‘flj
~'was produceéd (including packaging / labeling) and condueted fax its guality control at the above-mentioned manufactire
.i-._according to specified in the current GIMP guidelines, approved by the Ministry of Health of Ul{rai,ne,_and with the
requirements of the registration dogsier of the destination country. Records of manufacturing, packaging and analysis

weret o were reviewed and determined for their compliance with the GMP re;;ﬁrpments».
Kepinuuk rpyms KOHTPONIO SKOGTH VuoBHOB®KeHa ocoba, moO 3piicRe
" Quality conirol group manager cepThdixauio cepif |
o o Qualified Person certifying the batch.
. i '
_'IM'H'Ta-npignHme.w, L AR IM'x T2 npiseue | ST e
(Name) Fedceth Shawma (Name) M /¢
o hgmue WL Wigme A
Hara ninnncanis | Hara izmucamusy’s . g, &9
(Date of signamre) __ (Date of signature """-:"f-"?é e
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