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tablets debossed with NOVIGAN
on one side. On a cross section
white core. / Kpyrisle
JIBOSIKOBBIITYKJTBIE TabaeTKky,
NOKPBITHIE MUIEHOYHOH 06010uKOH
f6enoro 1uBera, C THUCHEHHEM
NOVIGAN Ha onHo# cropoHe. Ha
nonepeuHoM paspese aapo 6enoro
LIBETA.

Product Novigan, film-coated tablets
Mpoaykr Hosuran®. TaGaeTkH, MOKPLIThIE NIEHOYHOH 060104KOH
Batch No / Cepus Ne 1 V2201374 Batch Quantity / : 1114060 tablets /
|- O6bem cepin 1114060 Tabnerok
Analytical Report No / : 890001603213 Date of Analysis / : 30.07.2022
AHanuTH4yeckuii oTuyeT Ne JlaTa anaausa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
JaTta npon3BoACTBA Tonmen o (BK)
Analysis performed according to ND / Auanns nposeaes mo HJL: I1 N008846-020222
Ne Test / [TokazaTensn Result / PesyabraTsl Specification / Hopma
1 Description / Onucanue White round biconvex film-coated | White round biconvex film-coated tablets

debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyriibie IBOSIKOBBIMYKJibIE TabJIETKH,
NOKpLIThIE  IIEHOYHOH  oBojioukon
Genoro ueTa, ¢ TucHeHneM NOVIGAN
Ha ogHoW cropoHe. Ha nonepedHom
pazpese sapo oT Geyoro o nouTH Gesnoro
LBETA.

Remarks : The Product confirms to ND /
Ipumeuanue: [IPONIYKT COOTBETCTBYET TPeOOBAHMAM HJ

Conclusion : APPROVED /
3Jakaoyenue: OJJIOGPEHO

Prepared by /

Lo

Checked by /
ToaroroeneHo: Pardeep Kumar | IIpoeepeHo: Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PYKOBOAHTEb
e Kusum Lata b,

N

Reprint Date /
Hata: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Jara: 30.07.2022
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Product Novigan, film-coated tablets

HNpoaykr Hosuran®, TaGnerki, NOKPbITHIE NAEHOYHON 000A0UKOH

Batch No / Cepusa Ne : V2201374 Batch Quantity / : 1114060 tablets /
- Ob6bem cepun 1114060 Tabnetok
Analytical Report No / : 890001603213 Date of Analysis / 1 30.07.2022
AHaauTu4deckuii oryer Ne Hara anannza

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027

Jlara npou3BoOACTBA Togen go (BKJ)

Analysis performed according to ND / Ananus nposeaen mo H/I: T1 N008846-020222

Identification / IlloagnuHHOCTL

2a

Ibuprofen / U6ynpoden

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). /  Bpemsa  ynep:KupBaHHs
OCHOBHOrO [MHKa Ha XpoMaTorpaMmme
UCIILITYEMOTO pacreopa NOJDKHO

COOTBETCTBOBATH BPEMEHHW YACPIKUBAHUSA
OCHOBHOIO IHKa Ha XpomMaTtorpamme

pacTBOpa CTaHIapTHOIO obpasua
ubynpodena (pazgen «KosnuuecTseHHOe
OTpeneneHHE).

Remarks : The Product confirms to ND /
Ipumeuanue: [poayKT cootBeTcTBYET TpeboBanksam HIL

Conclusion : APPROVED /
Zakmouenue: OJJOEPEHO

Prepared by /
Ionrorosnero: Pardeep Kumar

[
\:_:"1—-':—‘_‘

Checked by /
[Mpoeepeno: Himesh Kumar

Approved by: Manager / Executive /
OnobpeHo: MeHemxep / PykoBomutens
Kusum Lata AN\ e °

Reprint Date /
Harta: 30.07.2022

Reprint Date /
JHara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Jara nponsBoacTea

Product : Novigan, film-coated tablets
| [TpoayxT Hoeurau®, Tab/eTki, NoKpsIThiC MUIEHOYHON 000N0UKOH
Batch No / Cepust Ne 1 V2201374 Batch Quantity / : 1114060 tablets /

Obbem ceput 1114060 tabnerok |
Analytical Report No / : 890001603213 Date of Analysis / : 30.07.2022
AHaauTHdecKuii oTuet Ne Harta aHannsa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027

Togen ao (BKJ)

Analysis performed according to ND / Ananus nposesien no H/1: T1 N008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
[MuTodeHoHa TMAPOXJIOPUA U
dennusepuHUs SpoMuL

Complies as prescribed /
CoOTBETCTBYET

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) / Bpemena yaep>KuBaHus
OCHOBHBIX TNMKOB Ha XpOMaTorpamme

HCMLITYEMOTO pacTBOpa JOJIKHBL
COOTBETCTBOBATh BpEMEHaM
YAEp)KUBaHUA OCHOBHBIX MUKOB
nutotheHoHa THOApOXJIOpHAa u
(deHnuBeprHUA 6pomuaa Ha
XpOMAaTorpaMme CTaHIapTHOro pacTBopa
(pazmen «KonnyecTReHHOE
onpenencHUe»)

3 Average weight / Cpeauss
mMacca TabJeTKH

568.2 mg/ 568.2 mr

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

4 Disintegration /
PacnagaemocTh

03 Minutes 33 Seconds

Not more than 30 min / He 6onee 30 muH

5 Dissolution / Pacrsopenne

a) Ibuprofen / Ubynpoden

104 %, 105 %, 104 %, 104 %,
103 %, 105 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3His02) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMHHAJILHOTO cofiepanus HoyrnpodeHna
(C13H1302) DOMKHO PaCTBOPHUTHCS 32

30 muH.

Remarks : The Product confirms to ND /

Npumeuanue: [Ipoaykt cootsercTByeT Tpedoranuam HJl

Conclu

sion : APPROVED /

3akaouenne: OJIOGPEHO

Prepared by / Checked by / Approv
Tonrotoeieno: Pardeep Kumar | IIpoeepeHo: Himesh Kumar

ed by: Manager / Executive /

Onobpeno: Meremkep / PykoBoauTelb

c;ﬁ./ Kusum Lata A\ o
= . o
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.07.2022 Jara: 30.07.2022 JHara: 30.07.2022
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Product Novigan, film-coated tablets

IMpoaykr Hoeuran", T4GNETKH, NOKPBITLIE NJISHOUHON 0001049KOH

Batch No / Cepusn Ne 1 V2201374 Batch Quantity / : 1114060 tablets /

__ O6bem cepin 1114060 Tadnerok |
Analytical Report No / : 890001603213 Date of Analysis / 1 30.07.2022
AHaJdHTHYecKHil oTueT Ne JlaTa ananunsa

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027

Jlara npon3BoJICTBA Foaex o (BkJI)

Analysis performed according to ND / Ananus nposeses no HJI: I1 N008846-020222

b) Pitofenone hydrochloride /
ITutodeHoHa rHAPOXIIOPUL

103 %, 106 %, 100 %, 102 %,
100%, 102 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C22H2sNO4HCI) dissolved in
30 minutes. / He menee 75 % (Q) or
HOMUHAJILHOTO COiepIKaHUs NHTOdenoHa
ruapoxnopuaa (Ca2HasNOs-HC) nomxHo
pacTBOpUThCS 3a 30 MUH.

6 Related substances / PoacTeennbie npumecu
Any single impurity / 0.04 % Not more than 0.3 % /
Jliobas enHUYHAS TPUMECH He 6onee 0,3 %
Total impurities / 0.04 % Not more than 0.7 % /
Cymma npumecei He 6onee 0,7 %

7 Microbial limits / Muxpoduoaornyeckas 4McTora

a) Total aerobic microbial
count / OdLuee Yucno
a3pOOHBIX MHKPOOPTaHH3IMOB

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 / Ob1uee uncio
IPOKKEBBIX U [IECHEBIX
rpuboB

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

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

¢) E. coli

Absentin 1g/
OTtcyTcTBYET B I

Shall be absent in 1g/
JIO/KHBI OTCYTCTBOBATL B 1 T

Remarks : The Product confirms to ND /

Tpumeuanue: IIponykt coorsercTayet Tpebosanuam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

Honrorosner—to:) Pardeep Kumar | Ilpoeepeno: Himesh Kumar Ono6peno: Menemep / PyoBoauTe b
C_J . M Kusum Lata A —

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.07.2022 JHara: 30.07.2022 Jara; 30.07.2022
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JlaTa npousBoacTea

Product Novigan, film-coated tablets

MpoayxT Hosuran ", tTalieTkil, NOKPbIThIE MIEHOYHOIT 000J04KO0H

Batch No / Cepisa Ne 1 V2201374 Batch Quantity / : 1114060 tablets /
o O0bem cepuu 1114060 tadneTok
Analytical Report No / : 890001603213 Date of Analysis / : 30.07.2022
AHaanTu4yeckuii oryer Ne JlaTa anaauza

Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027

Iogen po (BKN)

Analysis performed according to ND / Anaaus nposejen no H/L: I1N008846-020222

deHnHBEPHHHA OPOMU]L

8 Uniformity of dosage units of / OaHOpoAHOCTbL A03WPOBAHHSA

Ibuprofen / 1.4 Acceptance value (AV) should be not

Hoynpoden more than 15.0. / Ilokazarens
npuemnemocty (AV) nomikeH ObITh HE
Gonee 15,0

Pitofenone hydrochloride / 4.0 Accep‘tance value (AV) should be not

TTurodeHoHa rHapOXIOpUA more than 15.0. / Tlokazartens
npuemnemoctu (AV) nomxkeH ObITh He
donee 15,0

Fenpiverinium bromide / 4.7 Acceptance value (AV) should be not

more than 15.0. / Tloka3zatens
npuemneMoct (AV) LoMKEH ObITb HE
donee 15,0

9 Assay / KoinuecTeeHHoe onpeaesetnue

Ibuprofen / U6ynpode

H

397.1 mg/397.1 mr

From 384.0 to 416.0 mg of C;3H50:
(ibuprofen) per tablet. /

Or 384,0 o 416,0 Mr C13H|801
(ubynpodeH) B TabieTKe.

Pitofenone hydrochloride /
ITutodeHoHa ruAPOXIOPUL

5.054 mg/5.054 mr

From 4.5 to 5.5 mg of C2oH>sNO4-HCI
(pitofenone hydrochloride) per tablet. /
Ot 4,5 100 5,5 Mr Cx:HasNO4-HC
(nutodeHoHa rMAPOXIIOpHA) B TabyeTke.

Fenpiverinium bromide /
deHnuBepUHUSR OpoMHUTL,

0.1017 mg/0.1017 mr

From 0.09 to 0.11 mg of C2:H2BrN-O
(fenpiverinium bromide) per tablet.
Ot 0,09 g0 0,11 Mr C22H2BrN-O
(bennupepunust GpoMua) B TAONETKE.

Remarks : The Product confirms to ND /
Ipumeuanue: IIpoaykr coorercTByeT Tpebosanusym HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
[NonrorosneHo: Pardeep Kumar

Checked by /

[Mposepeno: Himesh Kumar

~

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pykosoaurens

Kusum Lata X—Béi‘? .

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Hara: 30.07.2022
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Product Novigan, film-coated tablets
Mpoaywr Hoeuran®, TadneTsu, NoKphiThie NICHOUHON 000T0YKOH
Batch No / Cepusi Ne 1 V2201374 Batch Quantity / : 1114060 tablets /
I o Oo6bem cepin 1114060 TadneTok
Analytical Report No / : 890001603213 Date of Analysis / : 30.07.2022
AsanuTuyecknii oTuer Ne JlaTa anaansa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
Jara npou3BoacTBA ToaeH no (BK)
Analysis performed according to ND / Anaaus nposeaen no HJL: I1 N008846-020222
10 Package / YnakoBka 10 tablets in a aluminum foil | 10 tablets in a polyvinyl chloride
Jaminated with oriented polyamide | film/aluminum foil blister or in a
and polyvinyl chloride / aluminum | aluminum foil laminated with oriented
foil blister. 1 blisters and patient | polyamide and polyvinyl chloride /
information leaflet in a carton pack. | aluminum foil blister. 1 or 2 blisters and
/ Tlo 10 Tabnetok B Gnucrep u3 | patient information leaflet in a carton
ANFOMUHHEBOH donbru, | pack. / Tlo 10 Tabnerok B Gaucrep us3
JIAMUHHPOBAHHOH MOJIMBUHWIIXTOPUAHON MICHKH /
OPHEHTHPOBAHHBIM MOJIMAMUIOM H | aMOMHHMEBOH QOIbrH WK B Oamncrep K3
TIOJIMBUHHIIXIOPUAOM / | anromuRKeBoH GOLIH, NTAMUHUPOBAHHOH
ANIOMUHUEBOMH (ONBIU. | OPUEHTUPOBAHHBLIM  MONMAMHIOM  H
o 1 6nucTepa ¢ MHCTPYKUMEH NO | MOJIMBUHMIXIOPHAOM/ANIOMIHHHEBOI
MpUMEHEHUIO B NauKy kaproHHyio. | domeru. flo 1 wnn 2 Onucrepa c
MHCTPYKUMEH MO MPUMEHEHHIO B nauky
KapTOHHYIO.
11 Labeling / MapkupoBKa Complies as  prescribed /| Accordingto ND/
CootBeTcTByeT TpeOOBaHHAM B cootserctauu ¢ HIT
12 Storage conditions / At temperature below 25°C / I1pu Temnepatype He Boitue 25 °C.
XpaHeHnne
13 Shelf life / Cpox roaHocTit 5 years /5 ner

Remarks : The Product confirms to ND /

INpumeyanue: [IpoaykT cooreTcTByeT TpeGoBausm HL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
INoaroroeneno: Pardeep Kumar

Checked by /
Ipoeepeno: Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Mexemxep / Pykosoautenb
Kusum Lata h ’

Ly -

Reprint Date /
Iara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
JHara: 30.07.2022

o

Registered Office: 3

3
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.
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