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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJII3A

Page 1 of 9/ Crp.1u3 9

Prodize + Novigan, film-coated tablets

Ipoaykr Hoeuran™, Tadneriu, OKPLITHIC ACHOHHOM 0B004KOH

Batch No / Cepusi Ne : V2400335 Batch Quantity / + 12,00,000 tablets /
O6BeM cepuu 12,00,000 TabneTok

Analytical Report No / : 890001726940 Date of Analysis / 1 24.03.2024

AnasuTHyecknii oruer No JlaTa aHanu3a

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

JaTa npoH3BOACTBA Togen g0 (B1J1)

Analysis performed according to ND / Ananu3s nposejies no H/I: TIND08846-020222

No Test / IloxazaTens

Result / PeayasTaTst

Specification / Hopma

1 Description / Onucanue

White round biconvex film-coated
tablets debossed with NOVIGAN
on one side. On a cross section off-
white core. / Kpyrasie
IBOAKOBBINYKJIBIE TabNeTKH,
HOKPLITHIE TIeHOUHCH 060/104KOH
fperoro UBeTa, C THUCHEHHEM
NOVIGAN Ha oxHo#i cropoHe. Ha
MOTEPEYHOM DPaspese AIpo MOUTH
6enoro ugera.

TMIOKPBITHIE

LBETA.

White round biconvex film-coaled tablets
dcbossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrable NBOSKOBBINYKJIBIE TaGNeTKH,

NACHOYHOM 060n0uKOIi

Genoro ngera, ¢ THcHernem NOVIGAN
Ha OIHOW CTOpOHE.
pazpese aapo ot 6enoro a0 noytu 6enoro

Ha nonepeynom

2 Identification / lloaanHnoCTH

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
ITpumeuanne: Ipoaykr coorsercreyer Tpebosanuam HI 3akaouenue: ONOBPEHO
Prepared hy Cherked hy / Anpraved hy: Manager / Fxecutive / Onofipero:
ToaroTtorneHo: / Santosh IMTposepeto: Pardeep Kumar Menemxep / Pykosoaurens: Manoj Kumar
Kumar Maurya
Qﬁ—: M
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.03.2024 JHata: 24.03.2024 Hara: 24.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJTTHU3A
Page2of9/Crp.2 n3 9
‘Product : Novigan, film-coaied tableis
Hpoayier Hosuran®, Tabnetkn, NokpeiThie nieHo4H0i 060a0UKOiH
Batch No / Cepus Ne : V2400335 Batch Quantity / : 12,00,000 tablets /
OGnens cepun 12,00,000 Tabnerox
Analytical Report No / : 890001726940 Date of Analysis / : 24.03.2024 = o
AHanuTHYeCKHii oT4eT Ne HNarta anannza
Date of Manufacture / + 02/2024 Date of Expiry / : 01/2029
Jata iipon3sofcTsa Toaen g0 (Bxn)

|{Analysis performed according to ND / Auanus nposeaen no HJ: ITNO0§846-020222

Ne Test / [ToxazaTens

Result / Pesyasrathi

Specification / Hopma

2a Ibuprofen / M6ynpoden

Complies as prescribed /
CootBeTcTRYyeT

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). /  Bpemsa YAEP/KHBAHHA
OCHOBHOTO MHKA HA XpOMarorpamme
HCMBITYEMOTO pacTeopa NOIAHO
COOTBETCTBOBATE BPEMEHH YACPYKHBAHWA
OCHOBHOTO MHKAa Ha XPOMATOrpamme
pacrsopa CTaHIapTHOrO obpazua
ubynpodena (paspen «KonnyecteenHoe
OIpefeacHHE).

. Remarks : The Product confirms to ND /

IIpumeuanue: [Ipoayxt cooTsercTBYeT Tpebosanuam HI

Conclusion : APPROVED /
3akarouenune: OJJIOBPEHO

Kumar Maurya Q

Prepared by Checked by /
Iloarortoeneto: / Santosh IIposepeno: Pardeep Kumar

=l

Approved by: Manager / Executive / Ono6peno:
Menemxep / Pykosoautens: Manoj Kumar

el

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

Jara: 24,03.2024

Reprint Date /
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CERTIFICATE OF ANALYSIS

AnanuTHYyeckuii oryer No

CEPTH®HKAT AHAJIH3A
Page30f9/Crp.3 13 9
Froduct : Novigan, film-coated tablets
Hpooykt Hosuran®™, TabieTkH, MOKPsITHIE NiIeHOUHOH 060n04KoH :
Batch No / Cepss Na 1 V2400335 Batch Quantity / ;. 12,00,000 tablets /
O6Lem cepH 12.00.000 Tabnetox
Analytical Report No / : 890001726940 Date of Analysis / : 24.03.2024 i

Jarta ananusa

Date of Manufacture /
JlaTa npoH3BOACTBA

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

Topen ao (Br)

Analysis performed according to ND / Awasus nposenen no HJI; TT N008846-020222

ITutoderoHa rumpoxIopua U
¢dennuBeprHus Gpomun,

No Test / [lokasaTens Result / Peaynanrarnt Specification / Hopma
2b Pitofenone hydrochloride and Complies as prescribed / The retention times of the main peaks in
fenpiverinium bromide / CoOTBETCTBYET the chromatogram of test solution should

correspond to the retention times of
pitofenone hydrochloride and
fenpiverinium bromide peaks on the
chromatogram of standard sclution
(section Assay) / Bpemena ynepxusaaus
OCHOBHBIX [MKOB Ha XpOMaTorpaMme

HCTIBITYEMOTO pacreopa JOMKHBI
COOTBETCTBOBATH BpCMCHAM
YACP>KUBAHHA OCHOBHBIX MHKCB
nutodeHoOHa TUApOXJIOpUIA %
(heHnHUBEpHHHA 6pomuIa Ha
XpOMaTOrpaMMe CTaHIapTHOTO pacTBopa
(pa3nen «KonuuecTBeHHOE
onpeaceHHe»)

macca TadaeTKn

3 Average weight / Cpeaunas 567.4 mg/567.4 mMr

570.0 mg =3 % (552.9 mg to 587.1 mg) /
570,0 mr= 3 % (ot 552,9 mr g0 587,1 Mr)

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ilpumeuanue: 1 lpoaykt cooTBeTcTBYET TpeboBanuam HLL 3axmouenne: OJOBPEHO
Prepared by Checked by / Approved by: Manager / Executive / Ono6peno:
IToprotosneHo: / Santosh ITpoBepeno: Pardeep Kumar Meuenmxep / Pykosogutens: Manoj Kumar
Kumar Maurya .
2 ={- b
Reprint Date / Reprint Date / Reprint Date /
Jlara: 24.03.2024 Jlara: 24.03.2024 JHara: 24.03.2024
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CERTIFICATE OF ANALYSIS

AHanuTHYECKHI1 oT4eT Ne

CEPTUPUKAT AHAJIM3A
Page4 of 9/ Crp.4 uz 9
Produci : Novigan, filin-coated tablets
IponyxT Hopnran™, tabnerky, nokpsiTsle mieHouHoli 000104KaiH
Batch No / Cepus Ne 1 V2400335 Batch Quantity / : 12,00,000 tablets /
Qb6bem cepun 12,00,000 TabacTok
Analytical Report No / : 890001726940 Date of Analysis / 1 24.03.2024

Jarta anannza

Date of Manufacture / : 02/2024
JlaTa npou3BoACTBA

Date of Expiry / v 0172029
T'oaeH g0 (BKa)

Analysis performed according to ND / Anaaus npoeejen o HJI: [T N008B46-020222

Ne Test / [loxazaTenn

Result / Pe3yibTaTht Specification / Hopma

4 Disintegration /
PacnapaemocTth

02 min 51 sec/ 02 mun 51 cex Not more than 30 min / He 6onee 30 Muu

5 Dissolution / PacTeopenne

a) Ibuprofen/ M6ynpoden

103 %, 101 %, 101 %, 102 %, Not less than 70 % (Q) of labeled amount
102 %, 101 % of ibuprofen (C13H;802) is dissolved in

30 minutes. / He menee 70 % (Q) ot

HOMHKHANBHOIO COAeprkanus Hbynpodena

(Ci3H;302) momxkHO pacTROPHTLCS 32

30 muH.
b) Pitofenone hydrochloride / 102 %, 103 %, 103 %, 99 %, Not less than 75 % (Q) of the labeled
IInTodeHoHa ruapoxsopun 101 %, 100 % amount of pitofenone hydrochloride

(C22H15N04'HC1) dissolved n
30 minutes. / He menee 75% (Q) ot
HOMUHATLHOTO CONEP>aHUs MUTOPEHOHA
ruapoxnopuna (Ca2HasNO,s-HCI) nomxHo

pacTBOpHUThCA 33 30 MUH.

6 Related substances / PogcrBenHsie mpHMecH

Any single impurity /
Jhobas enuru4Has npUMech

Below BDL / Hitke nopora Not more than 0.3 % /
pErucTpaLii He 6onee 0,3 %

Remarks : The Product confirms to ND /

Counclusion : APPROVED /

ITpumeuanne: [ponyxT cooTBeTcTRYeT TpeSoBanusM HJI 3axnouenue: OJJOBPEHO

Prepared by Checked by / Approved by: Manager / Executive / Onobpeno:
[MoarorosneHo: / Santosh [posepeHo: Pardeep Kumar Menemkep / Pykosoautens: Manoj Kumar
Kumar Maurya @

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.03.2024 Jlata; 24.03.2024 Jlata: 24.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJHN3A
Page5of9/CTp.5n3 9
Product + Novigan, flm-soated tablets
Hpoaykr Hoenran”, Tabnerku, NoOKphTeie 1eHoYHoR 0GoiouKoi
Batch No / Cepua Ne 1 V2400335 Batch Quantity / + 12,00,000 tablets /

. ObLem cepiu 12,00,000 Tabnerox
Analytical Report No / : 890001726940 Date of Analysis / 1 24.03.2024
AHanuTHUECKN 0TueT No JaTa ananuia
Date of Manufacture / : 02/2024 Date of Expiry / : 0172029
Jlara npon3soacTsa Togen ao (Bxi1)

Analysis performed according to ND / Auanus nposenen no HJI: TT N008846-020222

No Test / [MokazaTennb

Result / PeayabTarsr

Specification / Hopma

Total impurities /
Cymma npumeceit

Below BDL / Hmxe nopora
pPErHCTPaLIuK

Not more than 0.7 % /
He 6onee 0,7 %

7 Microbial limits / MukpoOnonorudeckas 4ncToTa

a) Total aerobic microbial
count / Oburee uncno
a3pO0HBIX MUKPOOPTraHW3MOB

Less than 100 CFU/g/
Menee 100 KOE/r

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

b) Total combined yeasts and
mould count / Obiee uKcno
IIPOOKEBBIX M MIECHEBBIX
rpubon

Less than 50 CFU/g/
Meunee 50 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli

Absent in 1g/
OrcyTcTBYET B 1T

Shall be absent in 1g/
JlomxHEBI OTCYTCTBOBaTE B 1 T

8 Uniformity of dosage units of / Oanopoasocts A03HPOBAHUS

Ibuprofen /
Hb6ynpoden

1.4

Acceptance value (AV) should be not
more than 15.0. / [Tokazatens
npuemiemMocty (AV) gomke GbITh He
6onee 15,0

Remarks : The Product confirms to ND /

Ipumeuanne: [poaykr cooTeercTByeT TpebosanuaM HIL

Conclusion : APPROVED /
3akawuenne: OXOBPEHO

Prepared by
IToarotosneno: / Santosh

Kumar Maurya : 2

Checked by /
Ilpoeepeno: Pardeep Kumar

=1

Approved by: Manager / Executive / OnoGpeHo:

Menemxep / Pykoroautens: Manoj Kumar

el

Reprint Date /
Hara: 24.03.2024

Reprint Date /
JHara: 24.03.2024

Reprint Date /
Jlara: 24.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3A

Page 6 of 9/ Crp. 6 U3 9

Dendesn
Praduct

MMpoayxr

Novigan, film-ceated tablets

Honuran®, Tabnetku, HOKPHITHIC NACHO4HOI 0607104KOH

Batch No / Cepusa Ne

: V2400335

Bateh Quantity /
O6nem cepHH

: 12.00.000 tablets /
12,00,000 TabneTok

Jlata npoH3BOACTEA

Analytical Report No / : 890001726940 Date of Analysis / : 24.03.2024
AnannuTnyeckuii oTHer Ne JaTa apangnza
Date of Manufacture / 3 02/2024 Date of Expiry / : 01/2029

Copen po (Bxa)

Analysis performed according to ND / AHa/iu3 npoBegen no HJI: I1 N008846-020222

Ne Test / IoxazaTenn

Result / PesyabraThl

Specification / Hopma

Pitofenone hydrochloride / 35
IuTodeHoHa THAPOXNOPUL

Acceptance value (AV) should be not
more than 15.0. / [Toka3arens
npuemaemoctu (AV) nomxkeH 6bITh He
Gonee 15,0

Fenpiverinium bromide / 4.1
PennnBepuHmsa SpoMua

Acceptance value (AV) should be not
more than 15.0. / ITokazaTens
npHeMIeMocTH (AV) I0MKeH ObITE He
6onee 15,0

9 Assay / KoTuuecTReHHNS npene neHue

Ibuprofen / M6ynpoden

399.9 mg/399.9 mr

From 384.0to 416.0 m"g of C13Hi50:
(ibuprofen) per tablet. /

Ot 384,0 no 416,0 mc C13H;30
(ubynpoden) B Tabnerke.

Pitofenone hydrochloride /
ITuroderoHa rUAPOXAOPHI

5.012 mg/5.012 mr

From 4.5 to 5.5 mg of C22HasNO4-HCI
(pitofenone hydrochloride) per tablet. /
Ot 4,5 10 5,5 Mr CHasNO-HCI
(nutodenona ruapoxsopua) B Tabnerke.

Remarks : The Product confirms to ND / Conclusion : APPROVED /

IMpumeuaunne: Ilpoaykt cooTeTcTByeT Tpebosannam HI 3axmoyenne: ONOBPEHO

Prepared by Checked by / Approved by: Manager / Executive / Onobpeno:
INoaroTosneno: / Santosh Ipoeepero: Pardeep Kumar Menemxep / PykoBoautens: Manoj Kumar
Kumar Maurya ‘

Reprint Date / Reprint Date / Reprint Date /

Hata: 24.03.2024 Hata: 24.03.2024 Jlara: 24.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page70of9/Crp.7u3 9
[Product : Novigan, film-coated tablets
Ipoaysr Hosuran®, TabneTkH, NOKphIThie IienouHoN 0605104K0ii
Batch No / Cepusa Ne 1 V2400335 Batch Quantity / + 12,00,000 tablets /
O6neM cepun 12,00,000 TabneTok
Analytical Report No / : 890001726940 Date of Analysis / 1 24.03.2024
AHaJIHTHYECKUH oTdeT No Jata ananuza
Date of Manufacture / : 02/2024 Date of Expiry / < 01/2029
JaTa apou3sojcrea Iopen 1o (Brn)
Analysis performed according to ND / Auanus nposegen no HJE: [I NO08846-020222

Ne Test / IloxazaTensn

Result / PeaynbTaThl

Fenpiverinium bromide /
deHnuBeprHns GpoMua

0.1023 mg /0.1023 mr

Specification / Hopma

From 0.09 to 0.11 mg of CaxH29BrN-O
{fenpiverinium bromide) per tablet.
0t 0,09 no 0,11 mr CaaHaBrN-O
(¢ennueeprnua 6pomun) B Tabnetke.

10 Package / Ynaxogka

10 tablets in a aluminum

foil | 10 tablets in a polyvinyl chlonde

laminated with oriented polyamide | film/aluminum foil blister or in a aluminum
and polyvinyl chloride / aluminum | foil laminated with oriented polyamide and
foil blister. 1 blisters and patient | polyvinyl chloride / aluminum foil bliister.
information leaflet in a carton pack. | 1 or 2 blisters and patient information
/ To 10 rabnerox B Onucrep u3 | leaflet in a carton pack./ITo 10 rabnetok B
ATFOMHHHEBOT dosmbru, | GAUCTEP U3 NONUBHHUIXJIOPHAHOM IIICHKH

JIaM HEMPOBaHHO#H

/ amomutHeBoH ¢onbru wiv B 6mucrep u3

ODHEHTHMPOBRAHHBIM TNMOJHAMHOOM H ANIOMUHUEBOH ¢OHLFH,H3MHHHPOBaHHOﬁ

TMOJIUBUHHUIIXJIODHAOM

/ | OpHEHTHPOBaHHBIM  MOJHAMHIOM H

ATFOMHHUEBOMA ¢dhonbru. | MOMUBMHHIXI0PHIOM/ATIOM HHUEBOH
Ilo 1 6nucrepa c WucTpykumei no | ¢ponern. Ilo 1 wmm 2 6nucrepa c
NPYMEHEHUIO B NAYKY KAPTOHHYIO. | MHCTPYKUHMEH MO0 IPUMEHEHHMIO B [1auYKy

KapTOHHYIO.

11 Labeling / MapkupoBka

Complies as  prescribed
CooTtBeTcTBYET TpeboBaHHAM

/| According to ND /
B coorBercTeuM ¢ H/I

Remarks : The Product contirms to ND /

Mprimewanne: [IpoaykT cootBercTByeT TpeboBanraM HJT

Conclusion : APPROVED /
3awniouenue: OJJOGPEHO

Kumar Maurya &'

Prepared by Checked by /
IToaroroeneHo: / Santosh INposepeHo: Pardeep Kumar

" Approved by: Manager / Executive / Ono6peto:

Menemxep / Pykosoautens: Manoj Kumar

bordsd.

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

Reprint Date /
Hara: 24.03,2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Page 8 of 9/CTp.8 13 9
Produet : Novigan, fiim-coated tabiets
NpopykT Hosuran®™, TabneTkH, MOKPHITHIE MIEHOUHOM obonoukoi
Ratch No / Cepus Ne 1 V2400335 Batch Quantity / : 12,00,000 tablets /
Obbem cepum 12,00,000 Tabserox
Analytical Report No / : 890001726940 Date of Analysis / : 24.03.2024
AnanutHdyeckuii oryer No JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029
Jlata npou3BoACTRA Tomen oo (BKIT)
Analysis performed according to ND / Ananns mposenen no HJI: I1N008846-020222

Ne Test / IlokazaTens Result / PeayanTaThl Specification / Hopma
12 Storage conditions / | At temperature below 25°C / Ilpu Temneparype He Beie 25 °C,
XpaHenne

13 Shelf life / Cpok rognocTH 5 years / 5 ner
API name (INN) / Haumenoeanue A®C (MHH): Ibuprofen /H6ynpoder
- API manufacturer batch number / PIBM230457
Homep cepun npoussoautens ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHuuu npoussoantens [JIO: FEQLCDSS
API Manufactured by & country / Solara Active Pharma Sciences Limited, India /
ITpouseoanteas ADC, crpauna: Conapa 3krus ©apma Caitercus Jlumuren, UHaua
API name / naumenoBanue APC: Pitofenone /ITutodeHoH
INN/ MHH: IMurodeHoHa rHAPOXJIOPHA
Remarks : The Product confirms to ND / Conclusion : APPROVED /
IIpnmeuanne: Ilpoaykt cootseTcTByeT TpeboBannsam HII 3axmouenne: OJJOBPEHO
Prepared by Checked by / Approved by: Manager / Executive / Ogo6peno:
[TomrortoeneHo: / Santosh Ipoeepeno: Pardeep Kumar Menemxkep / Pykoponutens: Manoj Kumar
Kumar Maurya ( )
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.03.2024 Hara: 24.03.2024 Iara: 24.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3IA
Page 90f9/Crp.9u3z 9
Product : Novigan, fiim-coated tabiers
[poaykr Hopuras®, Tabnetky, OKpHITHE IUIEHOYHOH 060104KO#H
Batch No / Cepus Ne : V2400335 Batch Quantity / : 12,00,000 tablets /
O6bem cepun 12,00,000 rabnerok
Analytical Report No / : 890001726940 Date of Analysis / 1 24.03.2024
AHanurHYecKni oTdyer Ne Jarta ananusa
Date of Manufacture / 2 02/2024 Date of Expiry / : 01/2029
Jlara npoH3BOACTEA Tonen a0 (Bica)
Analysis performed according to ND / Auanu3 nposeaen no H/L: I1 N008846-020222

Homep cepun cybeTannin npoussoautens IJId:

API manufacturer batch number /

PF/375
Homep cepun npousponutens AQC:
FP Manufacturer API Batch number / FENA04837

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

R.L. Fine Chem Pvt. Ltd., India/
P. JI. ®aitn Kewm IeT. JItg,., Yunws

API name (INN) / nanmenoanune ADPC (MHH):

Fenpiverinium bromide /®ennusepunms 6pomMu

Homep cepuH cyGeranumn npoussogutesn IJID:

API manufacturer batch number / FA/213
Homep cepun npouspogntensa ADC:
FP Manufacturer API Batch number / FENRO04553

API Manufactured by & country /
Iponssoaurens ADC, cTpana:

R.L. Finc Chem Pvt. Ltd., India /
P. JI. ®aiin Kem I1eT. JITA., UHARA

Remarks : The Product confirms to ND /
IIpumeuanue: [Ipoaykt cootBercTByeT Tpeborauuam HII

Conclusion : APPROVED /
3axmouenne: OOBPEHO

Piepared by
TloproTosneuo: / Santosh

Kumar Maurya
s

Checked by /
IMposepeHo: Pardeep Kumar

A

-

Approved by: Manager / Executive / OnofpeHno:
Meuemxkep / Pykosoputens: Manoj Kumar

Reprint Date /
Jata: 24.03.2024

Reprint Date /
Hara: 24.03.2024

Reprint Date /
[lata: 24.03.2024




