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Plot-No. M-3, Indote Special Economic Zone, Phase-11, Pithampur, Distt, Dhar, Madhya Pradesh-454774 (India)

Ph.: 07292-258300, Email: inf o@Kusum.com, Website: www, kusumhealthcare.com
CIN No.: U65929D1.1997PTC085780

CEPTUDIKAT SIKOCTT
CERTIFICATE OF OUALITY

AR. Ne ¢ KPFP2200136
Hara [Date: 20:04.2022
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Medicinal product: ASCOZIN®  (chewable tablets, 13 tablets in strips, 10 strips in a carten package)

!

T penonmn Kucmoru aeopbinonol 100 mr
Hartpilo aeopbaty y nepepaxysanni i iucaory-aciopbinony 400 pr
(Banky oxesty y ricpepaxypanai na s 15 mi
Active ingredients: Ascorbic acid 1D mg
Sodium iyeorbate that is equivaient to-ascorbic acid 408 mg
Zine oxide that is eéquivalent to Zine 15mg )
Pecerpauiline nuesigaenns: NE UAZ106073/431/0] sig 23.0£.2020, repmin gif peceTpanifiiiare ocsasisis o HEnBM el
Registration Certificate: N VAJIOGI3 10T, from Z3,01.2920; Rogistratien Certifieate validity is unlimitod
Jiuensin-wa supobuinrno Ne: 2813172018 '
Cepradiicar GNP No: 040/2019/GM P
Rupobusic Kyeym Xegrxseep Iar i, Inais
Anpeca snpolmica; Toor Xe M-3, Tino p Caewen Ixonomir 3oy, Weits-11, Hivasmuyp, Jier: Jixap, Moasos
Mpazéw, Yiu 434774, Ingis |
Matitifactured bys Kusum Healtheare Pyt Ltd |
Address of manufacturer! Plot No. M-3, Indove Special Economic Zoye, Plyase-I1, Pithavipuiy Distt, Dhir, Madhya
‘Pradesh, Pin 454774, india
Cepis: No 2005268 Posmip cepil 7000 yi. Jara ser.: 02/2022 Hikewnit oz 01/2025
Batehs Batch Size: /M D/E:
Ne Howrasmiky gieoeri Bumorn PeaynyTaTd ananisip:
Fists Requirements ‘ | _Results
I Omuge CRITIQ-0pAKEeBOIO KOILOPY; KPYTHI 5BO0NYIOH TuBIETKY 3 | Binnosiaac
| agpHIcIIO BREPaNNEH, S | ~ |
Deseription Light orange.uniformly spotted ¢ircular biconvey. {ablets, Complies

2 | Inewrndpicanin _ | |
Kucnomd-derxopbinoae Hac.  yrpusypanus  GCHORHOID ey  nAa XpOmaTorpasax | Bixnopizae
ACCHIERYBANOTD ROIFHHY T& POIUNEY NOPIEHAHHE, OTRAMANRX-ANH-
KiABEICHOMY BusHaMeHR KitcaoT AEROPGIINBOY, MLOTIy cirigitagar;

MakcMyM pa. cnexTpl. noriasanng ROCAIFYBAHOTO - posunBy Ta- | Bianosizae

POSMMHY MOPINEANNS, OTpuManuX upH Kinkxkicnomy dusitaiend
THMHKY, MAIOT) ¢iBnanats.

Hxicua peaxiis wa natypifi, Bianopigae

Caewtp  mormrauns JoCaipRYBANGEG: TpOsvHNY  TloBuben Matw | 482 ny
MAKCHMYM 38 ZOBNKHBOR-XBHA 48242 s,

The-reteniion.time of the major peak in fhe chromatograny of sample- Complics

solition corresponds to that of the major peak in the chromatagram of

stanydard solution s ohtainéd inder Assay-of ascorbie aci.

The scan of the sample solution exhibits absorbance maxima Complies.
Zinc corresponds to that of the spectrum of standard. solution as obiained

under Assavofzine,.
-Shdinn Qualitative reaction of Sodiun. Complies
Stnselyeflow 1 Spectrum of est solution should exhibit maxima at 48242 nim.. 482.nty

Regd. Off.;. D-1584, Okhla IndL. Area, Phase-J, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page 1 of 3
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com, Website: www.kusumhealthcare.com

AR Ne: KPEP2200136

3 | Cepeans maca 950,0 Mr £ 3,0% 957.0 mr
1 92015 'Mr ~ 978,35 mp)
‘Average weight. 9500 mg 30% 957.0 g
| J (215 mg~9785mg)
4 | Oasopiauicrs nosonsanux
OANBHLL
Kucaoma ackapbinose AV <L1, se L =150 1 Binwosinae
Hnx AV LI e L1 =150 | Binndrinae
Uniforiiity of dosage units | 1
Aseorbie acid AV < L1 where LT~ 15.0) 1 Complics
1 dine AV <L), wheig L1 =15.0 Coimpliss:
5 | Crupaunicrs He Ginpine- 1,0 % wiw 0.2%
Friabijity Notl more than 1.0 % whw 1 0.2%
6 | Kiawxicue sunsgengs | |
Kuesoma dexopbiriocan Alpu aunyexy: | o
300 a2 Bift 95,0 %-n0 105,0 % ¥ rabneri sirsassnenoro BMICTY.. 08.6%
Hea mepaint apudamugemis
1 Bin 90,0 % A0 | 10,0 % y rabnéry sin 2aganenoro RMICTY..
1 Lunx Tpu giinyexy: h o
13 a1z 51 85,0 %20 105,0 % v 1abnerit Bix ansienoro. sai cry, 100.7%
1 Ha mepatintapudaninocni! |
3i2:90,0 % o 10,0 %y raGuerni v sdabicsioro iy Ty,
Assay |
Ascorbic drie 1 On'veledse: ,
00 g 1 95.0 % 10, 103.0-% of labe] elaim 98.6%
| On shelf fifes,
90.0 % 10.110.0.% of Jabel elaim
Zine On reléase: )
13mg 95.0 % to 105.0'% of label claim- 100.7%
On skelflife;, N
S 1900 %t T10.0 %o Tabel tlaim T
T | MikpoSionoriuna Jucrora® Jaransna wiapkicns a‘cpt}ﬁim};'MiRtht;'l__pfaHiBMiB (TAMC) nid Giasue | <10 KYOA
10° KY O/
JaraiEua KiuLKicTh ApbRIKOERX Ta micenesmx: rpndis {TYMEY e | <10 KYQi
Bigsiie HPKY O/
Bineyryices Esclierichia coli g | rIperapaTy. ‘Bisteyricrs/r
Microbisfogical purity* L - L _
B - Totalaerobi¢ microorganisms {TAMC) - NMT 10* CFU/g | <10 efi/g,
Total Yeast & Mould Count (IYMC)~NMT 102 CFU/g, | <10 ofufy,
Eseligrickiocoli should be absent per 1 8 { Absént/g

* Koarpoas sikpuGionorivuo wueromy |
* Micrabial purity will

“y Cepin Ne 2005268
atch No 2005268

( OTH NIPOROAHTLCS AR NCPIIHX 3 cepigX, TIoTiM A48, KOoKEot 10=1 cepit, abo '{inii'}i]lpa?ia pix. |

be performed on fivst 3 conirnercial batches théreafler af tvery 10M bateh ot gnce 3 n-a'year which cotnies carlier,
'Efimf'{_}ﬂi;n_ae:‘-mmm*am_-MK'H'.PI‘-]' Ne UA!IU&'?SHDI/UI o

complies with the requirements of MQC-RC Ne UA/I 0673/01/01
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AN L g W sy
AHAJI3 BHKOHAB, AT
(ANALYSEDBY) o (30 S omie

Komenrapi: nesae
Coemments: no

Jadpa npo cepry tlii:‘{'ﬂ Hiro: «HIACHM 5T 3acBigTYI0; 110 1A BeAeHn Bpige i HpOpMALLSA € JOCTORI PHOIO i ToUHOW. Iin
epist Npoayruil §ya suroroBicua (Bunouayy ynaxosxy / mapkysanus) i m POBEACHO KOHPPOREL . sTicoeTi Ha
BHILEITARAHOMY HIIpREMeTBE B nosniit shurosignocy) a BHMOIAMY, SwiHAdeHnmMy B qunnll macranosi GMP,
sarpepureniii- Minferepersom oxoponn 3sopontr Yipaius, i 3 sumorams pecerpaniinoro AOCLE  Kpalyn
npusnauenns. Yiparoiconn swpofuanrsa, ynakosxA T3 ayamisip fymu neperumuyri { meranopnsenc ix
nixnosigniers suMoram GM Py, ' |

Certification statement: «On ihis1 c.m‘;t'_ii'y'--t_hn't_' tﬁl:'e'ah'nvc-'m,tanlian,c;'d._inf_n vmafion is frue and xceurate, Thig produact
batel was produced (ineludin g-packaging:/ labeling) and conducted for its qualily conirol at {he-above-mentioned
manufacturer according to specified in fhe current GMP guidelines, approved by the Ministry of Health of
Ulraine, and with the” requirements. of the registration dossier of the desfination counfry. Records of
manufacturing, packaging and analysis were reviewed and determined for theiv compliance. with the GMP.
‘requirementsy.

(Dale of signature)

KepiBRHK TPYIIH KOHTROWO SKOCTL

Quality conirol group marnager.

ViloBHobaxkena 0coba, wo  3nifickioe
ceprudiranio cepii -
~Qualified Person certifying the bateh,

M sipiskrie In'ra npisbie
(Narhe) (Naime) \}’m AR
Tinnac Hipmue” i

(Signaturg). (Signaiure) IR O PR

: ,Iiﬂfi"ﬂ_’.Ui'ﬂrll‘i'ffﬂi;ﬂﬂl'ﬂ' B;a'ra 13} }.IT]HCE]IH!}"?‘ : e 1l

(Date of signature) & rapo\08
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