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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Page 1 of 8/ Ctp. 1 u3 8

Product Novigan, film-coated tablets

Hpoaykr Hoguran®, TabeTkH, MOKPHITbIE TIEHOUHON 06010UKOH

Batch No / Cepusa Ne : V2400337 Batch Quantity / : 12,00,000 tablets /
OGuen cepit 12,00,000 tafineTox

Analytical Report No / : 890001726945 Date of Analysis / : 24.03.2024

AHanuTH4ecKHil oTyeT Ne JlaTa anaaunsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029

JlaTa npoH3BOACTBA Toaen a0 (BKI)

Analysis performed according to ND / Ananus nposenen no HJL: T1 N008846-020222

Ne Test / Iloka3aTennb

Result / PesynsTaThl

Specification / Hopma

1 Description / Onucaune

White round biconvex film-coated
tablets debossed with NOVIGAN
on one side. On a cross section off-

white core. / Kpyrisie
NBOSIKOBBITTYKJIbIE TabneTky,
MOKPBITBIE TIEHOYHOH 060/104KOH
fenoro BeTa, C THCHEHHEM

NOVIGAN ua oaHoit ctopone. Ha

NoMepeuHoM paspese AApOo MOYTH
6eJioro LBeTa.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrnibie IBOSKOBBINYKJbE TabAeTKH,
MOKPLITBIE  TUIGHOYHOM — 0BOMOUKOMH
6enoro upera, ¢ TucHenuem NOVIGAN
Ha oaHoW cTopoHe. Ha nomepevHOM
paspese anpo ot Genoro 10 nouTH Genoro
LBETA.

2 Identification / [oanHHHOCTE

2a Tbuprofen / U6ynpodex

Complies as prescribed /
COOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). / Bpema  ynep»kuBaHus
OCHOBHOrO MHKa Ha XpoMaTorpamme
HCITBITYEMOTO pacTBOpa JIOMKHO
COOTBETCTBOBATH BPEMEHH YAEPMHBAHUS
OCHOBHOIO TMMKa Ha XpomaTorpamme
pacteopa CTaHIapTHOTO obpazua
ubynpodena (pazaen «KonuuecTBEHHOE
OMpeeNeHHE»).

Remarks : The Product confirms to ND /

Ipimesanne: [ponykr coorsercrayer Tpebosannsm HIL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / [ToarotosseHo:
Santosh Kumar Maurya .

&

Checked by / [IposepeHo:
Pardeep Kumar

Approved by: Manager / Executive / Onofpeno:
Menemxkep / PykoBoautens
Manoj Kumar

el

Reprint Date /
Jarta: 24.03.2024

Reprint Date /
Jata: 24.03.2024

Reprint Date /
Hara: 24.03.2024
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fenpiverinium bromide /
[MuTogeHoHa rHAPOXIOPHI M
tdennuBepuHUs 6poMun

CooTBeTCTBYET

Product Novigan, film-coated tablets
IIpoayxkr Hosuran®, TabneTkH, MOKPHITHE MIEHOYHOH 060104KOH
Batch No / Cepua Ne 1 V2400337 Batch Quantity / + 12,00,000 tablets /
|O61em cepuu 12,00,000 TabaeTox
Analytical Report No / : 890001726945 Date of Analysis / : 24.03.2024
AHaJMTHYeCKHIi oTyeT No Jarta anaianza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029
JaTa Npou3BOACTBA I'open g0 (BKJ)
Analysis performed according to ND / Anaaus nposeaen no HJ: ITN008846-020222
Ne Test / Ilokazarenanb Result / Pe3yabTaThl Specification / Hopma
2b Pitofenone hydrochloride and Complies as prescribed / The retention times of the main peaks in

the chromatogram of test solution should
correspond to the retention times of

pitofenone hydrochloride and
fenpiverinium bromide peaks on the
chromatogram of standard solution

(section Assay) / BpeMeHa ynepKuBaHUSA
OCHOBHBIX IHKOB Ha XpOMaTorpammMe

HUCMBITYEMOTO pacTBOpa NOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yaepKUBaHHA OCHOBHBIX MHKOB
nutodeHoHa THAPOXJIOPUAA U
(eHnuBepHHUA 6pomuna Ha
XpOMAarorpamMMe CTaHIApTHOrO PacTBOpa
(pa3zmen «KonuuectreHHOE
orpezeneHne»)

Macca TabNeTKH

3 Average weight / Cpeansis

566.4 mg/566.4 mr

570.0 mg £ 3 % (552.9 mg to 587.1 mg) /
570,0 mr £+ 3 % (ot 552,9 mr no 587,1 mr)

Remarks : The Product confirms to ND /
Npumeyanue: Iponykr coorBercTBYeT TpeboBanHaM HII

Conclusion : APPROVED /
3axiouenue: OJJOBPEHO

Prepared by / [ToarorosneHo: Checked by / IIposepeno: Approved by: Manager / Executive / Ono6peno:
Santosh Kumar Maurya Pardeep Kumar ) Menemxep / PykoBonutens
C:;,L__ Manoj Kumar W
= b Sanl
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.03.2024 Jarta: 24.03.2024 JHara: 24.03.2024

Registzred Office, £-2-337, Road No. 2, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tol: 401 40 4900 2000, Fax: +61 40 4500 2929, Email: mail@drraddys.com
CIN: LSS195AP1984PLENDAS0TY
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Product Novigan, film-coated tablets
Ilpoaykr Hosuran®, TabeTku, MOKPBITHIE IEHOYHOH 060I04KO#
Batch No / Cepust Ne 1 V2400337 Batch Quantity / : 12,00,000 tablets /
; = — Oo6beM cepun 12,00,000 TabieTok
Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024
AHajnnTUYeCKHi oTYeT Ne JlaTa aHanu3a
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2029
aTa NpOH3BOACTBA TI'open go (BKJI)
Analysis performed according to ND / Ananus nposegen no HJI: T N008846-020222
Ne Test / [lokasarenan Result / PeayabTaThl Specification / Hopma
4 Disintegration / 02 min 15 sec/ 02 muH 15 cex Not more than 30 min / He 6onee 30 mun
Pacnagaemocrs
LS Dissolution / PacTBopeHue
a) Ibuprofen / U6ynpoden 101 %, 103 %, 103 %, 101 %, Not less than 70 % (Q) of labeled amount
101 %, 101 % of ibuprofen (Ci3H;30>) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMMHAJIEHOrO coiepykanus nbynpodeHa
(C3H1302) momiHo pacTBOPUTECH 2a
30 muH.
b) Pitofenone hydrochloride / 100 %, 102 %, 101 %, 101 %, Not less than 75 % (Q) of the labeled
Iurodenona ruapoxmopun 100 %, 100 % amount of pitofenone hydrochloride
(C33H25N04'HC1) diSSOIVCd iI‘l
30 minutes. / He menee 75 % (Q) ot
HOMHHAJILHOTO COZIEpyKaHHs NHTOdEeHOHA
ruapoxnopuaa (C-2H>sNO4-HCl) nomxHo
pacTBOpUThCA 3a 30 MUH.
6 Related substances / PoacTBensbie npumech
Any single impurity / Below BDL / Huxxe nopora Not more than 0.3 % /
Jrobas enMHUYHAS IPUMECDH perucTpauyu He 6onee 0,3 %
Total impurities / Below BDL / Himxe nopora Not more than 0.7 % /
CyMmMa npumeceit perucrpaluu He 6onee 0,7 %
7 Microbial limits / MukpoOuosornyeckasi 4HCTOTA
Remarks : The Product confirms to ND / Conclusion : APPROVED /
IIpumeuanne: I[IpoaykT cooTBeTCTBYET TpebopanusaM HIL 3axmouenne: OJJOBPEHO
Prepared by / ITonrotoBneno: Checked by / IIposepeHo: Approved by: Manager / Executive / Ono6peHo:
Santosh Kumar Maurya Pardeep Kumar Meunemxkep / Pykosoaurens W
A l Manoj Kumar
@___ - ] WAL
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.03.2024 Hata: 24.03.2024 JHata: 24.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Page4 of 8§/ Crp.4u3 8

Product Novigan, film-coated tablets

ITponykr Hoguran®™, TaGnerku, MOKPhITHIE M11eHOYHON 060104KON

Batch No / Cepus Ne : V2400337 Batch Quantity / + 12,00,000 tablets /
- - Oobbem cepun 12,00,000 tabnaeTok

Analytical Report No / : 890001726945 Date of Analysis / : 24.03.2024

AnanuTH4yecKkuil oryeT No JlaTa aHanusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029

JaTa npou3BoACTBA Tonen go (BKu1)

Analysis performed according to ND / Auanus nposeaen nmo HJI: T1 N008846-020222

Ne Test / llokazaTennb Result / PesyabTarni Specification / Hopma
a) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g /
count / O6wee ymcno Memnee 100 KOE/r He 6osiee 1000 KOE/r
a3poBHBIX MHKPOOPTaHU3MOB
b) Total combined yeasts and Less than 50 CFU/g / Not more than 100 CFU/g /
mould count / Obwee uncno Menee 50 KOE/r He Gonee 100 KOE/r
JNPOKOKEBBIX M TUIECHEBBIX
rpubos
c) E. coli Absentin 1g/ Shall be absent in 1g/
OtcytcTByeT B Ir JIOo/KHBI OTCYTCTBOBaTE B 1 T
8 Uniformity of dosage units of / OnHopoaHOCThL 103UpOBaHHsl
Ibuprofen / 1.3 Acceptance value (AV) should be not
HoynpodeH more than 15.0. / ITokazarens
npuemyieMocT (AV) pomkeH O6bITh He
donee 15,0
Pitofenone hydrochloride / 3.7 Acceptance value (AV) should be not
[MurogeHoHa rUAPOXIOPHA more than 15.0. / [Toka3arenn
npuemsieMocté (AV) nomkeH ObITh He
oonee 15,0
Fenpiverinium bromide / 3.8 Acceptance value (AV) should be not
deHnrBepHHHs OpOMHUA, more than 15.0. / [Tokazarens
npuemsieMocTH (AV) nomkeH ObITb HE
6onee 15,0
9 Assay / KonuvecTBenHoe onpeaeenye
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipuveuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJJ 3akawuenne: OJOBPEHO
Prepared by / TTogroroeneHo: Checked by / IIpoBepeHo: Approved by: Manager / Executive / Ogo6peHo:
Santosh Kum@iurya Pardeep Kumar Menemxep / PykoBonutens
et —acs <>£_:_, Manoj Kumar @/ﬁé
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.03.2024 Hara: 24.03.2024 Hara: 24.03.2024
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Product Novigan, film-coated tablets
IpoxykT Hosuran®, Tabnetkm, NOKPHITHIE MIEHOYHOM 060104KOM
Batch No / Cepus Ne 1 V2400337 Batch Quantity / : 12,00,000 tablets /
Ob6nem cepun 12,00,000 Tabnetok
Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024
AHajgHTHYecKuii oTueT No Jara ananmuza
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2029
HJata npon3BojcTBa T'ogen ao (BKN)
Analysis performed according to ND / Ananus nposeaen no HJI: 1 N008846-020222
Ne Test / lloka3zaTenn Result / PesyabTaThl Specification / Hopma

Ibuprofen / U6ynpoden

400.9 mg / 400.9 mr

From 384.0 to 416.0 mg of Ci3H;30»
(ibuprofen) per tablet. /

Ot 384,0 no 416,0 mr C3H,30-
(ubynpoden) B Tabnerke.

Pitofenone hydrochloride /
[TurodeHoHa THAPOXIOPHL

4.993 mg /4.993 mr

From 4.5 to 5.5 mg of C22HasNO4-HCl
(pitofenone hydrochloride) per tablet. /
Or 4,5 a0 5,5 Mr C77H75N04‘HC1

(nurodenoHa rHOPOXNOpUN) B TabeTKe.

Fenpiverinium bromide /
dennusepuHus 6poMun

0.1013 mg/0.1013 mr

From 0.09 to 0.11 mg of C2:H2yBrN-O
(fenpiverinium bromide) per tablet.
Ot 0,09 o 0,11 Mr C2xH>9BrN-O

(¢ennuBepunus 6pomun) B TabneTKe.

Remarks : The Product confirms to ND /
Ilpumeuanne: [Iponykt cootBercTByeT Tpeboranusm HJJ

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / [TogroroeneHo: Checked by / IIpogepeno: Approved by: Manager / Executive / Ono6peno:
Santosh Kumar Maury. Pardeep Kumar Menemxep / PykoBonutens
f i’\_ Qf-t' Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 24.03.2024 Jlara: 24.03.2024 Jlata: 24.03.2024

v direddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIHU3A

Page 6 of 8/ CTp. 613 8

Product Novigan, film-coated tablets
Ipoaykr Hoeuran™, Tabnerku, MOKPHITEE MIeHOYHOM 06010YKOH
Batch No / Cepus Ne : V2400337 Batch Quantity / : 12,00,000 tablets /

g Ob6bem cepun 12,00,000 TabneTok
Analytical Report No / : 890001726945 Date of Analysis / : 24.03.2024
AHannTH4ecKui oTyeT Ne JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029
JlaTa npoussoacTea Toxen po (Bx)

Analysis performed according to ND / Ananus nposeaen no H/: IT N008846-020222

Ne Test / [ToxazaTenn

Result / Pe3yabTaThl

Specification / Hopma

10 Package / Ynakoska

10 tablets in a aluminum foil
laminatcd with oricnted polyamide
and polyvinyl chloride / aluminum
foil blister. 2 blisters and patient
information leaflet in a carton pack.
/ Tlo 10 Tabnerok B GnucTep u3

aITFOMUHHEBOMH ¢donbruy,
JIAMMHHPOBaHHOI!

OPHEHTHPOBAHHBIM MOJIUAMUIOM U
MOJTUBUHHIIXJIOPUAOM /
ATHOMHUHHEBOH donbru.

ITo 2 GnucTepa ¢ WHCTPYKUMEH Mo
MPHMEHEHUIO B MAYKy KapTOHHYIO.

10tablets in a polyvinyl chloride
film/aluminum foil blistcr or in a aluminum
foil laminated with oriented polyamide and
polyvinyl chloride / aluminum foil blister.
1 or 2blisters and patient information
leaflet in a carton pack. / I'lo 10 TaGnetok B
6yMcTep M3 MONMBUHUAXJIOPHIAHOMN MIEHKH
/ antomuHueBol Qonbru unu B Giucrep U3
aTFOMUHHEBOHM (QONBTH, JTaMHUHUPOBaAaHHOMN
OPUEHTHPOBAHHBIM MONUAMHUAOM "
[OJIMBUHHIIXNOPUAOM/ @ TIOMUHHE BOH
¢onmeru. ITo 1 wumu 2 OGnucrepa c
HHCTPYKLUHEH [0 NPUMEHEHHIO B MauyKy
KapTOHHYIO.

11 Labeling / Mapkuposka

Complies as  prescribed /
CooteeTcTBYeT TpeOOBAHHIM

According to ND /
B cootserctBuu ¢ HJL

12 Storage conditions /
XpaHeHue

At temperature below 25°C / IIpu Temrniepartype He Bbiuie 25 °C.

13 Shelf life / Cpok roanoctu

5 years / 5 ner

Remarks : The Product confirms to ND /
IIpumeuanue: IlponykT cootBercTBYeET TpeboBauuam HIL

Conclusion : APPROVED /
3akawdyenue: OJJOBPEHO

Hara: 24.03.2024

Hara: 24.03.2024

Prepared by / IToaroropiieHo: Checked by / IIpoBepeHo: Approved by: Manager / Executive / Ono6peHo:
Santosh Kumar Maurya» Pardeep Kumar Menemxep / PykoBomuTenn

& f Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.03.2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Page 70f 8/ Ctp. 7u3 8
Product : Novigan, film-coated tablets
Mpogykr Hosurau®, TabneTkH, NokpsiThle I1eHOYHOH 060109KOf
Batch No / Cepusi Ne 1 V2400337 Batch Quantity / + 12,00,000 tablets /
O6bem cepun 12,00,000 Tabnetok
Analytical Report No / : 890001726945 Date of Analysis / : 24.03.2024
AnanuTnyeckuii oTuer Ne Jara anaausa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029
JlaTa npousBoacTBa Topen po (BKT)
Analysis performed according to ND / Ananuns nposegen mo HJI: TT N008846-020222

Homep cepuu cy6eTanuuu npoussoanTtess I'JID:

API name (INN) / nanmeHoBanue A®C (MHH): Ibuprofen /U6ynpoden
API manufacturer batch number / PIBM230457
Homep cepuu nponssogutens A®C:

FP Manufacturer API Batch number / FEQA00657

API Manufactured by & country /
IHpouspoauresr A®C, cTpana:

Solara Active Pharma Sciences Limited, India /
Conapa DOkruB Papma Caiiencuz Jlumnren, Unnus

API name / naumenoBanue ADC:

Pitofenone /TTurodeHoH

Howmep cepuu cy6cTannuu npoussoautens IJID:

INN /MHH: TTurodeHoHa THAPOXIIOPHA,
API manufacturer batch number /
PF/375
Homep cepun nponssoaurtens ADC:
FP Manufacturer API Batch number / FENA04837

API Manufactured by & country /
IIpousoautens A®C, crpana:

R.L. Fine Chem Pvt. Ltd., India /
P. JI1. daitu Kewm IleT. JITA., UHAus

API name (INN) / naumenopanne A®C (MHH):

Fenpiverinium bromide /®ennusepunus 6poMu

API manufacturer batch number /
Homep cepun npoussoautens ADC:

FA/213

Remarks : The Product confirms to ND /

IIpumeuanue: [IpogykT cooTReTCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJJIOGPEHO

Prepared by / [ToaroToBneHo: Checked by / ITposepeHo:

Santosh Kumar Maurya Pardeep Kumar
&x L

Approved by: Manager / Executive / Ono6peno:

Menemxep / PykoBoauTens
Manoj Kumar w

Reprint Date / Reprint Date /
Hara: 24.03.2024 Hata: 24.03.2024

Reprint Date /
Hara: 24.03.2024

Registored Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal 401 40 4900 2200, Fax: +01 40 4900 2949, Email: mail& drreddys.com
CIN: L85195AP1984PLCO0AR07

www.drieddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Page 8 of 8/ CTp.8u3 8
Product : Novigan, film-coated tablets
Mpoayxr Hopuran®, Tabnerku, MOKPBITLIE IIEHOUYHOM 0007104KOH
Batch No / Cepust Ne 1 V2400337 Batch Quantity / : 12,00,000 tablets /
Oo0LeM cepun 12,00,000 Tabaerox
Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024
AnajxMruyeckuii oTueT Ne Jlara ananuza
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2029
Jara npousBoacTBa Toaen no (BKJI)
Analysis performed according to ND / Ananus nposeaen no HJI: [T N008846-020222

FP Manufacturer API Batch number /
Homep cepnu cyGeranuuu npouzsoautens [JIdD:

FENRO04553

API Manufactured by & country /
Ipouzsoantens A®C, crpana:

R.L. Fine Chem Pvt. Ltd., India /
P. JI. ®daiin Kem I1sT. JITn., Uuaus

Remarks : The Product confirms to ND /
IIpumeuanne: Ilponykr coorBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akaodenne: OJOBPEHO

Prepared by / [TonrorosneHo: Checked by / IlpoBepeHo:; Approved by: Manager / Executive / Ono6peHo:
Santosh Kumar Maurya~ Pardeep Kumar Memnemxep / PyxoBonurens

fg_ e.[-——:’ Manoj Kumar w
Reprint Date / Reprint Déte / Reprint Date /
Hata: 24.03.2024 Mara: 24.03.2024 Hara: 24.03.2024

Pegistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 497 20 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1498

4PLCON4507

weavsdrreddys.com




