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Product : Nisc tablets 100 mg

HpoayrTt :  Haiiz®, Tadactin 100 mr

Batch No / : V2202135 |Batch Quantity / : 25.00,000 tablets /

Cepusa No |Obbem cepin 25,00,000 Tadnerok
Analytical Report No / : 040001658741 fDate of Analysis / : 16.10.2022
AHAaMHTHYECKHI oTueT No JlaTa ananansa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

JlaTta npou3BOACTBA B Ionen a0 (BKT) _|
Analysis performed according to ND / Auaans nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 o1 08.06.2020, amend No 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| N Test / MokasaTenb Result/ PesynbTaTh! | Specification / Hopma |
|
|

1  Description/ Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / DBenbie ¢ ’KeNTOBaTHIM
OTTEHKOM KpYT/ible ABOSIKOBBIMYKble TabneTku
C FMAafKOH MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
TloasnunHOCTH . chromatogram  of test solution should

| . correspond to retention time of principal peak in |
Nimesulide standard solution chromatogram

. under Assay / Bpems ynep:kupanus OCHOBHOI‘O|
| MWKa HAa  XpOMaTOTpamMMe  MCHBITYEMOro
pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHU

| yIOepKUBaHHs OCHOBHOIO nuka Ha
' XpoMarorpaMme  pacTBopa  CTaHAApTHOrO
obpasua HUMeCynuaa (pa3nen

| «KonnuecrseHHoe onpeencHuen)

3 | Average weight and mass | 307.1 mg/307.1 mr ~ 1310mg+5.0%/310mMr+5,0%

::I:f‘::;)m:)tyH/O(c:f:i:l;l:mcca | Complies / CooTBercTByeT 18/20 tablets —NMT £ 5 %/
AHOPOA 18/20 Tabnetok — He Honee + 5 %

2/20 tablets —=NMT + 10 % /
2/20 Tabnerok — He Gonee + 10 %

4 | Dissolution / PactBopenue 96%, 93 %, 95%, 94%, 98%, 98% | Not less than 75 % (Q) of labeled amount of
C3H2N-OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot |
HomuHanbHoro coaepxkanus Ci3Hj2N>OsS
(uumecynun) uepes 45 MUH.

5 |[Water/Boaa 2.4 % | Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Iponyxr coorBeTcTByeT TpedoBanuam HJI 3aknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moaroroeneno: Sunny Sharma | IIposepeno: Ramakant Onobpeno: Menemiep / |PykoBoaHTENb

._’;%J J}u_k\(’uil Abhishek Chauhan i

o { Yl /
Print Date / ' Print Date / Print Date /
Jara: 16.10.2022 Hara: : 16.10.2022 Jata : 16.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Nise tablets 100 mg

| Dpoaykr Haiiz®, Tabnerku 100 mr )

Batch No / : V2202135 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obnem cepnn 25,00,000 TadneTox
Analytical Report No / : 040001658741 Date of Analysis / 16.10.2022
AHajinTuyeckui oTuyeT Ne JlaTa aHanau3sa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

Jata npou3soacTsa Iomen ao (BKII)

Analysis performed according to ND / Anasuz nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /

(m3m. No 1 ot 08.06.2020, amend No 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020)

| Ne Test / [lokaszaTenn

Result / Pesyn bTATHI

i Specification / Hopma

6 | Related substances / PoacTBeHHble npuMecH

|Impurity A/ Tlpumecs A

‘ Impurity B / [Ipumecs B
Impurity C / Ilpumecs C
Impurity D / Ilpumecsy D
Impurity E / Npumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / EqunuuHas
HenaeHTHDUUHpyemas
npUMech

Total impurities / Cymma
npumMecei

7 'Uniformity of dosage units /
OaHopoaHOCTL 103MPOBaAHUS

Below Limit of Detection
(LOD:0.0019%)

0.01%
Not Detected
Not Detected
Less than LOQ (L0OQ:0.0186%)
Below Limit of Detection

(LOD:0.0045%)

0.03%

0.05%

2.8

|NMT 0.20 % / He Gonee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / Ilokazarens npuemiiemoctH (AV)
JomkeH ObITs He 6ogee 15,0

8 Microbial limits / Muxpo6uosiornueckas 4HcToTa

a) Total aerobic microbial
count / Obiuee yucio
a3pOBHBIX MUKPOOPraHM3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

' Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Product conforms to ND /
ITpameuanne: Ilponykt coorsercTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by /
[Toaroroeneno:, Sunny Sharma

)

Checked by /
IIposepeno: Ramakant

L

Approved by: Manager / Executive /

Onobpeno: Mewemrdp / PykosoauTenns
Abhishek Chauhan Lk
| .

Print Date /
Hata: 16.10.2022

Print Date /
Hara: : 16.10.2022

Print Date /
Jarta : 16.10.2022
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Product Nisc tablets 100 mg

Tpoayrt Haifz®, tabnerku 100 mr

Batch No / : V2202135 Batch Quantity / 1 25.00,000 tablets /
Cepus Ne |Obbem cepun 25,00,000 TadaeTok
Analytical Report No / : 040001658741 Date of Analysis / 1 16.10.2022
AHanuTHYecKuii oTyer No JlaTa ananausa

Date of Manufacture / : SEP.2022 Date of Expiry / ¢ AUG.2025

JaTa npou3isoacTsa Tlogen 10 (BKN)

Analysis performed according to ND / Ananu3s nposegen no H/: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
(13m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o1 10.08.2020)

No Test / MokazaTes

| DPOAIKEBBIX M NIECHEBBIX
| rputos

'b) Total combined yeasts and
mould count / OBwee yucno

Result / PesyabTatsi 1 _ _§pecif1cation /_H(;pni
Less than 10 CFU/g / ‘ Not more than 100 CFU/g /

Menee 10 KOE/r He Gonee 100 KOE/r

c) E. coli

Absent / 'Shall be absent in 1g/ |

OrcyTrceryer JomkHbl oTcyTCcTBOBaTL B 1 T |

9 | Assay/ KoauuecrsenHoe
onpenesieHne

Not less than 90.0 mg and not more than
1110.0 mg Ci3H,2N205S Nimesulide in tablet /
Or 90,0mr mo 110,0mr C3H;2N.OsS
(Humecynun) B Tabnetke

99.8 mg/99.8 mr

10 ‘Packag_e/YnaKOBKa

10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet blisters and patient information leaflet in a
in a carton. / Mo 10 rabnerok B carton. / Ilo 10 Tabnerox B TIBX /
[IBX/antomunnes om Gnucrepe. o 2 | amomunuesom 6aucrepe. Io 1, 2, 3 unu 10
OnucTepa BMeCTE € MHCTPYKUMEH NO | GIMCTEPOE  BMECTE€ C  MHCTpYKUMEH Mo
NPUMEHEHHIO B NAYKY KAPTOHHYIO. | [IPUMEHEHHIO B MayKy KapTOHHYIO.

11 |Labeling / Mapkupoeka

12 "Sto_rage conditions /
XpaHenne

| Accordingto ND /
B coorsercTByn ¢ HJ

Complies as prescribed /

|
CooTBeTCTBYET TpeOOBAHUAM

Store protected from light below 25°C / B sawmiieHHOM OT cBeTa MecTe TpH

13 | Shelf life / Cpok roasoctu

Temnepartype He Bbllle 25°C
3 years/ 3 rona

| I ]

Remarks : The Product conforms to ND /
ITpumeuanmne: Ipoaykr coorsercTByeT TpeGosanam HJL

Conclusion : APPROVED /
Saxmroyenue: OJOBPEHO

Hara: 16.10.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: Sunny Sharma | ITpoBepeno: Ramakant Onobpeno: Menemikepl/ Pykoponutesns
A ‘& Abhishek Chauhan kon
-'._'\;)’ﬁ‘ -
Print Date / | Print Date / Print Date /

Hara: : 16.10.2022 Jata : 16.10.2022
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