Dr.Reddy’s ":‘.

Dr. Reddy's l.aboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Cistt. Solan, B.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product _:iovigan, film-coated tablets

Mponyicr: Hosuran®, Tabaericn, nokpeithie mieHouHol 060204K0H

Market / PridoK

: Russia / Poccus

Baich No, / . Batch Quantity / . 1200000 tab /
Cepus N § V2401977 Paszmep cepsu * 1200000 Tab
Analytical Repo:‘t No. / . 890001764556 Date of Analysis / . 20/09/2024
AHaNHTHYeCKuH oT9eT Ne — S Jara anannza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npon3soAcTea Toxeu a0

Mfg. License No. / : i

[Ipon3soacTBeHHasn : MNB/05/263 ll\,i;‘ number: /Homep . 3 ygoggas
Aupens i Ne

Na 1 oT 27.09.2023)

Analysis performed according ND No. / Auaans nposegen no H{ Ne: IT N008846-020222 (amend Ne 1 from 27.09.2023/ nam.

Pagel1of 7/Crp. 1 u3 7

Ne Test / Iloxazarens

Result / Pe3yabTaTht

Specification / Hopma

1 | Description/
Onucanue

White round biconvex film-coated tablets
debossed with NOVIGAN on one side. On
a cross section white core. / Kpyrnsle
JIBOAKOBLITIYK/Ibie TabneTKH, TOKPHITEIE
meHoyHoil obonoukoit Genoro useTa, ¢
TucHeHuem NOVIGAN Ha oaHoit cTopone.
Ha nonepeynom pa3spese saapo Genoro
uBeTa.

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

white 1o  off-white core. /  Kpyrmbe
NBOSIKOBLIMYKIIBIE TabneTk, TIOKPBIThIE
nneHovHoit  obonodkoi 6Genoro  1LBeta, C

THcHeHHeM NOVIGAN ua ognHo# ctopore, Ha
rofiepevHoM paspese AXpo ot 6enoro A0 MQYTH
6enoro upera.

2 | Identification / [loaanunocts

[ 3]

Ibuprofen /
a | Héynpoden

" Complies as prescribed / CooTseTcTByET

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). / Bpems ynepxupaHns OCHOBHOI'Q
NHKa Ha XPOMATOrpamMMme MCIIBITYeMOTO PacTBopa
JIOMKHO COOTBETCTBOBATH BPEMEHH YIEPKHBAHHA
OCHOBHOrO [HKa Ha XpOMaTorpamme pacTBopa
craHpapTHoro ofpasua M6ynpodena (pasmen
«KOMIET1ecTBeliI08 OHPEnEneHHEs).

Remarks : The Product confinms to ND /
IMpamexanne: [poaykr coorpercTeyeT Tpebosanuam T

Conclusion : APPROVED /
Jarmouenne: OJOBPEHO

Prepared by /
[ToaroroBneHo: Santosh Kumar

Maurya &

Checked by /
IIposepero: Pardeep Kumar

-

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBoauTens

Amit Kumar v
/

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Jara: 29.09.2024

Reprint Date /
Hata: 29.09.2024




Dr. Reddy's Laboratories Ltd.
FFormuiation Unit-6

B
Dr. Reddy,s ‘..... Vi,”' KKivol, Naiagarh Road, Baddi,

Disit Solan, H.P, 173 205, INDIA
Tob 491 98156 56001-02
vanydrreddys.com

CERTIFICATE OF ANALYSIS
CEPTUMPHUKAT AHAJIU3A

Product : Novigan, film-coated tablets
HNpoaywrt: Hopnrran™, tafacTri, nokpuiThie NieHoMHoH 0000 Kol

Market / Prinok : Russia / Poccust

Batch No. / e Batch Quantity / . 1200000 tab /

Cepusn Ne il Paimep cepuu * 1200000 Ta6

Analytical Repourt No./ . 890001764556 Datf: of Analysis / . 29/09/2024
|AHannTHYECKNI OTHeT No ___|AaTa anajsa -

Date of Manufacture / . 09/2024 l?ate of Expiry / . 0872029

JdaTa npon3BoACTBA I'ogeH ao

Mfg. License No. / .

NpoussoacreeHnas : MNB/05/263 ]l\:l;& number: /Homep .y Ngogs46

aunenzua Ne

Analysis performed according ND No. / Anaanz nposeacn no W/ Ne: 11 N008846-020222 (amend Ne 1 from 27.09.2023/ uam.
Ne 1 ot 27.09.2023)

Page2 of 7/ Crp.2 3 7

2 | Pitofenone Complies as prescribed / CootercTByeT The retention times of the main peaks on the
b | hydrochloride and chromatogram of test solution should correspond to
fenpiverinium the retention times of pitofenone hydrochloride and
bromide / fenpiverinium bromide peaks on the chromatogram
[uroderona of standard solution (section Assay) / BpemeHa
TUIPOXTIOPHL 1 | ynepxnpanus OCHOBHBIX TTMKOB Ha
¢eHTHBEPHHHUS XpOMaTOrpaMMe UCIBITYEMOro pacTBOPa AOJIKHEL
GpomMua COOTBETCTBOBATE  BPEMEHaM  YAEP)KHBAlHA

OCHOBHREIX NHKOB nHTodeHOHa ruapoXnopuaa n
dennusepiHua OpoMHZa HA XpoOMaTorpamme
CTaHAAPTHOI'O pacrtsopa (pasnen
«KonuuecTBeHHOE ONpeacneHue»)

3 | Average weight/ 567.8 mg/ 567.8 Mmr 570.0 mg+ 3 % (552.9 mg to 587.1 mg) /
Cpexsas macea 570,0 Mr £ 3 % (ot 552,9 Mr no 587,1 mr)
TabJeTKH

4 | Disintegration / 03 min 43 sec / 03 muH 43 cex Not more than 30 min / He 6onee 30 MUt

PacrniagacMocTh

5 | Dissolution / PacTBopenne

a) Ibuprofen/ 101 %, 100 %, 100 %, 99 %, 100 %, 100 % | Not less than 70 % (Q) of labeled amount of
H6ynpoden ibuprofon (CisH,50:) is dissolved in 30 minutee. /

He menee 70 % (Q) oT HOMHHAILHOrO COAEPIKAHUA

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeyanne: ITpoaykt cooTseTcTBYET TpeboBauuam HJT 3axawyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
MoarotoBneno: Santosh Kumar Iposepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBogutes
Maurya %J n Amit Kumar <N\

& o Pt

=
Reprint Date / Reprint Date / Reprint Date / .
Hara: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024
i phille, Syt - 500USE Tolansans, India

izt s S drredd v epim




Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Ciztt. Solan, H.P,, 173 205, INDIA
Tol . 491 98156 56001-02
wiyw,drreddys.com

CERTIFICATE OI' ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Novigan, film-coated tablets
Tpoayrer: Hosiran®, Tafnerks, moKpeIThIe NuenoMH0i 06om04c0ii

Market / PotHok

: Russia / Poccus

Batch No./ , Batch Quantity / . 1200000 tab /
Cepusa Ne N Pasmep cepun * 1200000 T26 |
Analytical Report No. / Date of Analysis /

ABamnTHYecKHii oTyeT No

: 890001764556

: 29/09/2024

Jara anajn3a

Date of Manufacture /

Date of Expiry /

: 09/2024 : 08/2029
HaTa nponssoacrsa I'oaeH o
Mfg. License No. / .
IlpousBoacTEeHRAs : MNB/05/263 11:1; number: /Homep .y Ngogg46

JuueH3us Ne

Analysis performed according ND No./ Auaans nposeacu no A Ne: IT N008846-020222 (amend Ne 1 from 27.09.2023/ u3m.

Ne 1 ot 27.09.2023)

Page3 of 7/ Crp.3uz 7

nbynpodena (Ci3Hi301) IOMKHO pacTBOPUTHCS 33
30 muH.

b) Pitofenone
hydrochloride /
MurogeHoHa
TUAPOXNOPHI

99 %,102 %, 102 %, 99%, 99 %, 103 %

Not less than 75 % (Q) of the labeled amount of
pitofenone  hydrochloride  (C22HasNO4-HCI)
dissolved in 30 minutes. / lle menee 75 % (Q) or
HOMUHAJILHOTO COepXKaHUA nuTopeHoHa
THOPOXJIOpUAA (C22H2sNO4HCI) JOTXKHO
pacTBOpHUTECH 32 30 MUH.

6 | Related substances/ PoacTeeHHbIe NIpHMeEcH

Any single impurity /
Jhobas enuAnIHas
1[pUMECE

Below BDL (BDL~= 6997 ) / Husxe nopora
perucTpauun
(TTP =6997)

Not nore than 0.3 % /
He 6onee 0,3 %

Total impurities /
Cymma npuMeceit

Below BDL / Husxe nopora perncrpaliiy

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

7 | Microbial purity* / Mukpo6nonornyeckana WHcToTa®

o) Total aorobio
rictobial count /
Obiiee yucno

NA

Mot moroe than 10> CFU/g/
He Guaee 10° KOEA

Remarks : The Product confirms to ND /
MNpameaaune: [TpoaykT cooTBercTBYeET Tpebosanuam HJT

Conclusion : APPROVED /
3akaiuenne: OMOBPEHO

Prepared by /
IToarotosneHo: Santosh Kumar
Maurya

7S

Checked by /
ITposeperio: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemuep / Pykosoantess

Amit Kumar I

Reprint Date /
Nara: 29.09.2024

Reprint Date /
JHara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

1§ - S0803 4, Telangana, Indix

alledrreddys.com




Dr.Reddy’s “:.‘

Cr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol 1 491 98146 5600102
wvpndrreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJII3A

Product : Novigan, film-coated tablets
Hpoayscr: Hosuras”, TabiaeTn, NOKPIThLIe Meoun0ii 060m104K0H

Market / Poihok : Russia / Poccus

Batch No. / . Batch Quantity / . 1200000 tab /
Cepia N 2 VAL Pazmep cepun " 1200000 1a6
Analytical Repo‘lrt No./ . 890001764556 Date of Analysis / . 29/09/2024
AnmanuTnyecknii oryer Ne JlaTa apanusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npouM3BOACTDA I"ogen po

Mfg. License No. / .

[ponzpoacTeennan : MNB/05/263 II\:[; number: /Homep . 1 ngogsa6
JHueH3HA Ne

Ne 1 ot 27.09.2023)

Analysis performed according ND No. / Anamns nposeaen no H/1 Ne: T1 N008846-020222 (amend N2 1 from 27.09.2023/ nam.

Paged of 7/ Cip. 43 7

a3pobHbIX
MHKpPOOPraHU3MOR

b) Total combined
yeasts and mould
count / Odwee yucno
IPOAOKEBLIX H
rlecHeBbIX rpubos

NA

Not more than 10* CFU/g /
He 6onee 10° KOE/r

c) E. coli

NA

Shall be absent in 1g/
HonxHe! oTCyTCTBOBAT B 1 T

8 | Uniformity of dosage units of / OguopoanocTh A03HPOBAHNS

/ deHNHBEPHHNA
BGpomua

Ibuprofen / 1.7 Acceptance value (AV) should be not more than

HBynpoden 15.0. / ITokasaTen, npuemneMocTH (AV) A0mKeH
6uITh HE Bonee 15,0

Pitofcnone 24 Acceptance value (AV) should be not more than

hydrochloride / 15.0. / Iokazartens npuemieMocTH (AV) aoiked

ITuroderiona 6uITh He Gonee 15,0

THIAPOXJIOPHA

Fenpiveriniuin bromide 3.6 Acceptance value (AV) should be not more than

15.0. / MokazaTens npuemnemocth (AV) nosmken
6uiTh He Gosee 15,0

9 | Assay/KonuuecTsennoe onpegencnue

Remarks : The Product confirms to ND /
Mpumeuanue: TTponykT cootsercrnyet Tpebosarusm HII

Conclusion : APPROVED /
Jaxmouenue: OJJOBPEHO

Prepared by /
Tloarorosnero: Santosh Kumar

Maurya .’;}(‘
{ i g

. g

Checked by /
TIposepeno: Pardeep Kumar
f

Approved by: Manager / Executive /
Ono6peHo: Menemiep / PykoBoauresb
Amit Kumar . —

N

P

Reprint Date /
Hara: 29.09.2024

Reprint Date /

Jara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

cana, India
cem




Dr. Reddy's L.aboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacddi,
Riztt. Solan, H.P., 173 205, INDJA
Tol 1 +91 98166 56001-02
veepydrreddys.com

Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Product : Novigan, film-coated tablets
MpoxywT: Hosurau®, Tafineticn, nokpbThie mieH04HOi 060104 K0k

Market / Peivok

: Russia / Poccus

Batch No. / ] Batch Quantity / _ 1200000 tab /

Cepus NN i Pasmep cepid 1200000 a6

Analytical RepOft No./ . 890001764556 Date of Analysis / . 29/09/2024

| Anannrmyeckuii otuer Na - HdaTta anaau3a g
Date of Manufacture / . 09/2024 I?ate of Expiry / . 08/2029

Jarta npon3BoicTBa I'oaen po

Mfg. License No. /

Ipon3soacTBeHHAN : MNB/05/263 l[\,d; number: /Homep . 13 nogg346

Juuen3sa Ne

Analysis performed according ND No./ Awamus nposeacy no HJL Ne: Tl NO008846-020222 (amend Ne 1 from 27.09.2023/ usm.
N 1 or 27.09.2023)

PageSof 7/Crp.5u3 7

Ibuprofen / 399.2 mg/399.2 mr From 384.0 to 416.0 mg of C13H2O: (ibuprofen)
H6ynpoden per tablet. /
Or 384,0 no 416,0 mr Cy3H302 (ubynpoden)
TabnerTke.
Pitofenone 5.034 mg/5.034 mr From 4.5 to 5.5 mg of CaaHasNO4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /

ITurodeHona Ot 4,5 oo 5,5 mMr CaaHasNOy-HCl (mutodenona
rHapoxnopua) B Tabnerke.

TUAPOXTOPUL
Fenpiverinium 0.1015 mg/ 0.1015 mMr From 0.09 to 0.11 mg of CaaH2sBrN=0

bromide / (fenpiverinium bromide) per tablet.
dennnpepraNL Ot 0,09 g0 0,11 Mr Ca:HayBrN:2O (dernupeprHna
6pomun 6pomua) B TabneTKe.

Conclusion : APPROVED /
3akmovenne: OOBPEHO

Remarks : The Product confirms to ND /
NMpumeaanne: Mpoaykr coorpercrayer tpebosannam HJT

Approved by: Manager / Executive /
Ono6peno: MeHemkep / Pykosoaurens
Amit Kumar e

Prepared by / Checked by /
Iloarorosaero: Santosh Kumar [Tposepeno: Pardeep Kumar

Maurya %, ,
Reprint Date /

Reprint Date /
Hara: 29.09.2024 Hara: 29.09.2024

Reprint Date /
Hata: 29.09.2024

, Telangann, India
rreddyz.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P.,, 173 205, INDIA
Tol 1 +91 98166 56001-02

v, drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

Product : Novigan, film-coated tablets

Mponyict: Hopuras®, TabieTkn, NOKpeIThie NJIEHOUHOH 060104 KON

Market / Poidok : Russia/ Poccus

Batch No. / i Batch Quantity / . 1200000 tab /
Cepug Ne e Pasmep cepnn * 1200000 Tab
Analytical RepOft No./ . 890001764556 Date of Analysis / . 20/09/2024
AnaanTnyeckui oTuer Ne B » __|HdaTa ananuza

Date of Manufacture / . 09/2024 Date of Expiry/ . 08/2029
JlaTa npousBoacTBA Topen Ao

Mfg. License No., / i

IlponsBoacTBeHAan : MNB/05/263 :[YA number: /Homep . 17 npogs4s
nipenana Ne

Analysis performed according ND No. / Auanns nposeaen no HJI Ne: TT NOO8846-020222 (amend Ne 1 from 27.09.2023/ mam.

Ne 1 ot 27.09.2023)

Page 6 of 7/ Crp. 63 7

10 tablets in a polyviny! chioride film/aluminum foil
blister or in a2 aluminum foil laminated with oriented
polyamide and polyviny!l chloride / aluminum foil
blister. 1 or 2 blisters and patient information leaflet
in a carton pack. / TTo 10 Tabnetok B 61mcrep u3
TEHKH/aitOMHHH eBOH
donuru nnu B GancTep U3 amOMHHMEBOH HONBIY,
NAMUHHUPOBAHHONA OPMEHTHPOBARHLIM 1TOJIMAMI1AOM
M MONMBUHIWIXJIOPHUIOM/aloMHHeBoH Goneru. Io
1 unm 2 fnMcTepa ¢ UHCTPYKLMEH N0 IPUMCHEHHIO

10 | Package / Ynaxoska | 10 tablets in a aluminum foil laminated with
oriented polyamide and polyvinyl chloride /
aluminum foil blister. 2 blisters and patient
information leaflet in a carton pack. / Ilo 10
Tabnetok B GAHCTED M3 aNOMMHHEBOWH
thonern, NaMHUHMPOBAHHON | MONHBMHUIIXIOPHAHOH
OPHMCHTHPOBAHHBIM noNHaMHUOOM u
TIONMBHHHIXJIOPHAOM/aNEOM HHHEBOIT
donbru. [lo 2 6nnctepa ¢ uHCTpyKUMeHh no
NPUMCHEHHIO B MaYKy KapTOHHYIO.
B aYKy KapTOHHYIO.
11 | Labeling/ Complies as prescribed / | According to ND/
MapKHupoBKA CoorBeTcTBYET TpebOBaHHAM . B cootBercTauy ¢ HJL
12 | Storage conditions / At temperature below 25°C / I1pn Temnepatype xe seiue 25 °C.
Xpanenne
13 | Shelflife / Cpok 5 years/ 5 ner
rOAHOCTH

*_ ITpORAAMTCA NPOBIRMINTENEM T BHINYCKE NEPHOANNECKI: A Kaxuaoii 20-oii cepnn waw e Mence 1 paza & rop. [lokazaTens

MOKeT ObITh 11¢ BKIOSIEH B cepTH(UKAT aHamnia GHpMbl

* _ Performed by the manufacturer at release periodically: every 20-th batch or at lcast once a year. The parametcr may be absent

from the Company's certificate of analysis.

Remarks : The Product confirms to ND /
Tpnmevaune: Ilpoaykt cootaeTcTBYeT Tpebosanuam HIT

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
MMoarotosneno: Santosh Kumar IMposepeno: Pardeep Kumar OnoBpeno: Menemxep / Pyxosoautens
Maurya % Amit Kumar e

Reprint Date / Reprint Date / Reprint Date / '

JaTa: 29.09.2024 Jara: 29.09.2024 IlaTa: 29.09.2024




Dr. Reddy's l.aboratories Ltd.
Formulation Unit-5

B
Dr- ReddY’S ‘;. Vill. Kho!, Nalagarh Road, Baddi,

Cistt. Solan, H.P,, 173 205, IND(A
Tel: +91 98156 56001-02
www drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HEKAT AHAJIU3A

Product : Novigan, film-coated tablets
ITponysxr: HoBstran®, tabnerici, HOKphIThIE NJIEK0YHOI 06on0uKoii

Market / Prinok : Russia/ Poccus

Batch No. / ' Batch Quantity / . 1200000 tab /
Cepus No F Y2410 Pazmep cepHn * 1200000 T26
Analytical Repourt No./ . 890001764556 Date of Analysis / . 20/09/2024
ARanuTnyecknii oTyer Ne __ |dara anannsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
HaTta npon3BoacTBa Togen no

Mfg. License No. /
Ipon3soacTeenuan : MNB/05/263

snuenzua Ne

21;]% number: / Homep . 1 N008846

Analysis performed according ND No. / Ananus nposenen no H/L Ne: TI N008846-020222 (amend Ne 1 from 27.09.2023/ n3m.
N 1 ot 27.09.2023)

PageTof 7/ Crp. Tus 7

API name / sanMenoBaune ADC: Hbynpoder TTurodenon dennuseprHUs GpoMun
INN/ MHH: Ibuprofen Pitofenone Fenpiverinium bromide
API manufacturer batch number
4 PIBM240101, PIBM240102 | ° PF/375 FA/213
Homep cepyi NPOH3BOAMTENS
AQC:
FP Manufacturer API Batch
number /
FERA00404, FERA00405 FENA04837 FENRO04553

Homep cepru cyGeTanusnm
npouspoanTenst LJIM:

Solara Active Pharma o ) oo per Pyt 1td,, India | R.L. Fine Chem Pvt. Ltd.,

API Manufactured by & country | Sciences Limited, India/ -
/ C a Jxrue Papma l izl
i . . gl g pM P. JI. ®aitu Kewm Ilet. JITA., P. JI. ®ain Kewm IlbT. JITA,,
Ilponspoantens APC, crpana: Caitencus Jiumures,

Hunus WUnpua

WUnpua

Remarks : The Product confirms to NID / Conclusion : APPROVED /
Ilpnmeaanne: Iponyxr coorsercTByeT TpeGoBaunam HI 3axnroucuune: OTOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ToarotoBneHo: Santosh Kumar ITposepeno: Pardeep Kumar Opobpeto: Menemxkep / Pyxosomurens
Maurya @ 3 Amit Kumar —
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.09.2024 Hata: 29.09.2024 Hara: 29.09.2024

srabad - 500034, Telongans, India
il: meiiddrreddy:s.com




