Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Product : Novigan, film-coated tablets
Mpoayxr: Hosuran®, TaGnern, NOKPuITHIC NJCI04HOMN 000104K0#H

Market / PoiHok

¢+ Russia / Paccua

Batch No. / ; Batch Quantity / . 1200000 tab /
Cepna Ne + V2401968 Pasnep cepnu * 1200000 Tab
¢ H J .
Analytical Repo“rt No./ . 890001764557 Date of Analysis / . 20/09/2024
AHaaHTHUYeCKHH oTyeT N~ 7 i B Harta anann3a o |
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
Hata nponssoacrea I'ogen ao
Mfg. License No. / _
IpouseoacTBEeHHAR : MINB/05/263 glyA number: /Homep . 1 Ngggsa6
Jguuensnn No

Analysis performed according ND No. / Anasns nposeaen no 4] Ne: IF N008846-020222 (amend Ne 1 from 27.09.2023/ vi3m.

Ne 1 o1 27.09.2023)

Page1of 6 /Cip. 1 n3 6

No Test / Iloxazarenn

Result / PesyasraThl

Specification / Hopma

1 | Description/
Onncaune

White round biconvex film-coated tablets
debossed with NOVIGAN on one side. On
a cross section white core. / Kpyrmsie
JBOAKOBBIITYKJ1BIE 'l‘aGHCTKH, MOKPBITHIC
wieHoYHoi obonoukoih Genoro uBcra, G
ticHeHneM NOVIGAN na oaioil cropoHe.
Ha nonepeuHoMm pa3spesze sagpo OGenoro
ugera.

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

white to off-whitc core. /  Kpyrase
JIBOSKOBBITIYKJTBIC TabneTKm, TNIOKPBIThIE
naeHounoii obosoykoii  Gemoro  uypera, ¢

ticHeHHeM NOVIGAN na ogmoit cropone. Ha
nonepevHoM paspese sdpo oT 6enoro A0 TMoyTH
6enoro ugera.

2 | Identification / IloanMHHOCTL

[

Ibuprofen /
a | H6ynpoden

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). / Bpems ynepkuBaHis OCHOBHOTO
NHKAa Ha XpOMarorpamMme UCMLITYEMOro pacTBOpa
JIOM>KHO COOTBETCTBOBATh BPEMEHH YIEPXKUBAHUA
OCHOBHOTO MMKA I1a XpOMaTorpaMMe pacTBOpa
cranpapTHoro ofipasua ubynpodena (pasaen
«KomHaecTBEHOE OHpEEneHsas).

2 | Pitofenonc
b | hydrochloride and

Complies as prescribed / CooTercTByeT

The retention times of the main peaks on the
chromatogram of test solution should correspond to

Remarks : The Product confirms to ND /
Hpumveyaune: Ipogyxr cootsetcTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akmoycuue: OJOBPEHO

Prepared by / Checked by /
[Moxrorosneno: Santosh Kumar IpoBepeno: Pardeep Kumar
Maurya \ f

e

Approved by: Manager / Executive /
Qunobpeno: Menemxep / PykosoauTens

Anit Kumar g
A -’—/’

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date/ Y
Jarta: 29.09.2024

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyoerabad - 2G¢

024, Talanoang, hilin

Tel: +91 40 4960 2900, Fax: +21 40 4800 2894, Emall: mali@diraddys

CIN: L&5195AP1984PLLINA507
www.drreddy:.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®HKAT ATIAJH3A

Product : Novigan, film-coated tablets

| Npoayicr: Hosurau™, Tabaerkr,

NOKPBITHIC MIeHOYHOH 06004KOH

Ilpon3zsoAacTBEHHAS
anncens s Ne

: MNB/05/263

PY

|Market / Peirok : Russia / Poccus
Batch No. / - Batch Quantity / . 1200000 tab /
Cepua No s Paszmep cepun 1200000 Tab
Analytical Rep({’rt No./ : 890001764557 Date of Analysis / . 29/09/2024
| AHannTugecknit oTueT No " JlaTa anann3a ] e
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npon3BoAcTBA I'oagen pno
Mfg. License No. / [ .
MA number: / Homep . [1N008846

Ne 1 or 27.09.2023)

Analysis performed according ND No. / Axaiina nposcacn no T Ne: Tt N008846-020222 (amend N2 1 from 27.09.2023/ w3m.

Page20f6/Cip. 213 6

fenpiverinium
bromide /
[nTodeHoHa
rUAPOXJIOPHA H
deHIMBLPURIS
bpomua

the retention times of pitofenone hydrochloride and
fenpiverinium bromide peaks on the chromatogram
of standard solution (scction Assay) / Bpemena
yIEpKUBAHUA _  OCHOBHBIX TIHKOB Ha
\f[)(\l\lﬁTﬁf‘pﬂl\‘lllP Mf‘l’TRIT)IPMﬁI"ﬂ par.’rnnpn JIOTIHKI
COOTBETCTBOBATL  BpCMEHaM yAepKHBAHNA
OCHOBHBLIX MHKOB [HTOQECHOHA r'HIpOXNOpHNa H
¢ennuBepunns 6GpoMHNa Ha XpoMaTtorpamme
CTaHAApTHOTO pactsopa (pazgcn
«Kon1uecTBEHHOE ONPCACTICHHE)

3 | Average weight /
Cpennssa macea
TabneTkH

568.0 mg / 568.0 mr

570.0 mg + 3 % (552.9 mg to 587.1 mg) /
570,0 Mr £ 3 % (o1 552,9 mr 0o 587,1 mr)

4 | Disintegration /
Pacoagaemocth

04 min 45 sec / 04 MuH 45 cex

Not more than 30 min / He 6onee 30 MuH

5 | Dissolution / PacTsopenue

a) Ibuprofen/
H6ynpoden

100 %. 102 %, 99 %, 99 %. 99 %. 101 %

Not less than 70 % (Q) of labeled amount of
ibuprofen (C3H;30;) is dissolved in 30 minutes. /
He meriee 70 % (Q) oT HOMHHATBHOTO coaep caHNs
ubynpodera (C13H M) nnmwHN PACTRAPKUTHEA 3
30 MHH.

b) Pitofenone
hydrochloride /

99 %,101 %, 103 %, 101%, 100 %, 99 %

Not less than 75 % (Q) of the labeled amount of
pitofenone _ hydrochloride  (Cx2HasNO4-HCI)

Remarks : The Product confirms to ND /
Npimeuanne: [ponykTt cooteeTcTayet TpeGopainam HJT

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya { __:’,?S_,

Checked by /
IMposepewo: Pardeep Kumar

f

Approved by: Manager / Executive /
Onobpetio: Menenxep / Pykosoauresis

Amit Kumar N
/&(“/‘

Reprint Date /
Jara: 29.09.2024

Reprint Date /
Hara: 29.09.2024

Reprint Date/ ¥
Jata: 29.09.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyaermbast - 50005
Tel: +61 4G 1850 2900, Fax: +91 40 1900 2229, Eimail: i
CIN: LS5195AP PLC3)A507
v dirs 5,000
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Product : Novigan, film-co

ated tablets

Mponyxs: Hosuran™, Ta6eTkm, NOKPLITHIC MI1eHOUHOi 060104KOil

Jata npouseoacrsa

Market / Prinox : Russia / Paceus

Batch No./ — Batch Quantity / 1200000 tab/

Cepust Nt ‘el o Pazmep cepun * 1200000 126

Analytical Repo“rt No./ . 890001764557 Date of Analysis / . 20/09/2024

AnaanTHuecknii oTuer Ne B Jara anaausa I
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

TI'oxew go

Mig. License No. /
ITpouspoacTBenHas
nuneHzun Ne

: MNB/05/263

MA number: / Homep

PY : TIN008846

Ne 1 or 27.09.2023)

Analysis performed according ND No. / Anaans nposeaen no Hil Ne: ITT N008846-020222 (amend Ne 1 from 27.09.2023/ t3m.

Page3 of 6/Crp.3u3 6

MuTogeHoHa
THAPOXJTOPHA

dissolved in 30 minutes. / He menee 75 % (Q) or
HOMHHAJIEHOTO comepxaHus niurodeHona
T4 ApoXIopHIa (C22H2sNOHCY) JIOTIYKHO
pacTBOpUTECS 33 30 MHUH.

6 | Related substances / PoacTBennble npumect

Any single impurity /
JIroban emHuyHAS
[IpHMECE

peructpaumi (TIP =6997)

Below BDL (BDL= 6997) / Huxe nopora

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

Total impuritics /
CymMa tipumeceii

Below BDL / Hinke nopora perscTpauri

Not more than 0.7 % /
He Gonee 0,7 %

7 | Microbial purity* / MUKpoGHOJOrHYecKas YHCTOTA™

ycasts and mould
count / Obwee yucno
JPOMOKEBBIX U
fAfeCHeBLIX rpHbOB

a) Total aerobic NA Not more than 10° CFU/g/
microbial count / He 6onee 10° KOE/r
O6utee uncno

23pOBHBIX

MHKPOOPI'aHH3MOB

b) Total combined NA Not more than 10° CFU/g /

He 6onee 10° KOE/r

Remarks : The Product confirms to ND /
Ipumeuanne: IIpoaykT cooTBeTCTRYCT TpeboRanvam HJT

Conclusion : APPROVED /
Jaknwuenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager / Executive /

Maurya

[MogrorosaeHo: Santosh Kumﬁ
-~

[posepeno: Pardecp Kumar

!
b

o

e

Onobpeno: Menemxep / PykosoanTels
{ Amit Kumar A

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Dara: 29.09.2024

Reprint Date /!
JlaTa: 29.09.2024

Registered Office: 8-2-337, Road No, 2, Banjara Hills, Hyderaian

o - 504
Tol: +81 40190C 2900, Fax: +91 10 3900 29388, E/nnii: :
CIN: L35105AP192PLCONSENT

vy drreddys.com

!




Dr.Reddy’s €3¢ e

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJII3A

Product : Novigan, film-coated tablets
Mpoayxt: Hosuras™, TabneTky, NOKPLITHIE MJIEHOMHOR 000104 KO

Market / Prinok + Russia / Poccus

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

Cepnsa Ne A Pasmep cepun " 1200000 Ta6

Analytical Repoﬂrt No. / . 890001764557 Date of Analysis / . 20/09/2024

AHanuTHYecKni oryer No Jara awannza . i )
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JlaTa npon3BOACTBA Toaen po

Mfg. License No. / )

Ipon3BOACTBEHHAS : MNB/05/263 lryA number: /Homep . 4 08346

aunuenzin Ne

Analysis performed according ND No. / Ana.ns nposeaen no /1 Ne: TT N008846-020222 (amend Ne 1 from 27.09.2023/ m3wm.
Ne 1 o1 27.09.2023)

Paged of 6/ Cip. 413 6

c) E. coli NA Shall be absent in 1g/
JlomKHB OTCYTCTBOBATD B 1 T

8 | Uniformity of dosage units of /T)mmnommcn, A03UPORAHMSH

Ibuprofen / 23 Acceptance value (AV) should be not more than
Héynpoder 15.0. / Toxazatens npuemnemoct (AV) nosxeH
Gbith He HGonee 15,0
Pitofenone 5.0 Acceptance value (AV) should be not more than
hydrochloride / 15.0./ TNokasaTesb mpueMiaemMocTH (AV) aoixen
ITuTodenona 6biTh He Oonee 15,0
TMAPOXJOPHUI
Fenpiverinium bromide 34 Acceptance value (AV) should be not more than
/ Geunyvrepurius 15.0. / TTokazarens npreMneMocTH (AV) nonxien
opomua 6biTh He Gonee 15,0
9 | Assay/ KoanuecTBenuoe onpeaenenie
Ibuprofen / 399.8 mg/399.8 mr From 384.0 to 416.0 mg of C,3H 302 (ibuprofen)
Ubynpoden per tablet. /
Or 384,0 1o 416,0 mr Cj311)502 (nbynpodeH) B
TadneTke.
Pitofenone 5.073 mg/ 5.073 mr From 4.5 to 5.5 mg of C22HasNO4-HCI (pitofenone
hydrochloride / hydrochloride) per tablet. /
Murodenona Ot 4,5 no 5,5 mr Ca2HasNO4-HCI (nHToderoHa
T APOXAOPHL, ruapoxsiopua) B TabeTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpameyanue: [poayxT cooteercryer TpeGosannam HI Jaxmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TlonrotoeneHo: Santosh Kfu ar INporepeno: Pardeep Kumar Onobpeno: Menenxep / PykoBoaurens
Maurya \ i os J; Amit Kumar /\f %
Reprint Date / Reprint Date / Reprint Date /!
Hara: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024

Registered Oifice: 8-2-337, Road Ne. 3, Banjara Hills, Hyds
Tel: +61 40 4960 2900, Fax: 491 €40 4800 2

. CIN: LS5195AP1834PLL

waw drreddysz.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product : Novigan, film-coated tablets
Tpoayicr: Hoprran®, Tadaetky, noKpLITHE N1eHO9HONH 060109K0H

Market / Priok : Russia/ Poccua
Batch No. / 1 Batch Quantity / , 1200000 tab/
Cepua Ne R <UEL) Pazmep cepun © 1200000 1ab

Date of Manufacture /
JlaTa npousBoncTBA

Analytical Report No. /
ApanuTidecKnii oryeT No

: 890001764557

Date of Analysis /
Jara auamusa

+ 29/09/2024

: 09/2024 L
['oacH po

Date of Expiry /

: 0872029

Mfg. License No. /
IlpoussoacTRENNHAR
nensus Ne

: MNB/05/263 PY

MA number: / Homep

; TTN008846

Ne 1 or 27.09.2023)

Analysis performed according ND No. / Auasu3 nposeacn no 1 Ne: 11 N008846-020222 (amend Ne 1 from 27.09.2023/ nam.

Page50f6/Crp. Su3 6

Fenpiverinium 0.1017 mg/ 0.1017 mr From 0.09 to 0.11 mg of Ca3H3pBrN2O

bromide / (fenpiverinium bromide) per tablet.
DEHITMBCPUHUS Or 0,09 no 0,11 mr CaaHaoBrN-O (hennupepreus
GpoMun 6pomua) B Tabnerxe.

10 | Package/ Ynaxoska | 10 tablets in a aluminum foil laminated with | 10 tablets in a polyvinyl chloride film/aluminum foil
oriented polyamide and polyvinyl chloride / | blister or in a aluminum foil laminated with oriented
aluminum foil blister. 2 blisters and patient | polyamide and polyvinyl chloride / aluminum foil
information leaflet in a carton pack. / TTo 10 | blister. 1 or 2 blisters and patient information Ieaflet
TabneTok B 6GnNMCTEp M3 anOMMHMeBod | in a carton pack. / ITo 10 Tabaerok B 6nHcTep M3
doasry, NaMHUHMPOBAHHOI | TOMMBUHHIXIOPHAHOM NiSIEHKH/ Ao MHH MEBOI
OpHEHTHPOBaHHEIM MoJIMaMHIOM W | doneru uin B Gnuctep U3 AMOMHHHEROH GONBIH,
TOJTMBUHMIIXIOPVIOM/ ATIOMMHHEBOH JIAMMHUPOBAHHOH OPHEHTHPOBAHHBIM [TOJIMAMHIOM
donsru. Tlo 2 6nucTepa ¢ HECTPYKOMeEit N0 | M NOJNBHHHUIIXAOPHAOM/ANOMHHHEBOR doneru. llo
MPUMEHEHAIO B MAYKY KAPTOHHYIO. 1 unu 2 Gaucrepa ¢ HACTPYKUKEH M0 MPUMEHEHHIO

B [TAYKy KapTOHRYIO.

11 | Labeling/ Complies as prescribed / | According to ND /

MapkupoBka CootserctyeT TpeGoBaHHAM B cooteercteui ¢ HIL
12 | Storage conditions / At temperature below 25°C / TIpu Temnepatype He sbiie 25 °C.
Xpancune
13 | Slhell e/ Cpur 5 yeais / 5 el
roAHOCTH

Remarks : The Product confirms to ND /
Npumeuanue: IIpomgykt cootrercTyceT Tpebosaimam HIT

Conclusion : APPROVED /
3akmouenunc: OJOBPEHO

Prepared by /

Maurya

TloaroToBneHo: Santosl%tinar

Checked by /
INMposepeto: Pardeep Kumar

c
ol

Approved by: Manager / Executive /
Onobpeno: Menemsep / I’yx\c‘rﬁoumcnh

Amit Kumar 3

Reprint Date /
Hara: 29.09.2024

Reprint Date /
Jara: 29.09.2024

\j

Reprint Date /

‘| Hara: 29.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 5000
Tel: +81 4G 4960 29G0, Fax: +91 40 4900 2999, Erail: maiiiddrr

CIN: L85195AP1934PLCANASOY

www.drreddys.com




Dr.Reddy’s @¢

CERTIFICATE OF ANALYSIS

CEPTH®HKAT

AHAJIH3A

Product : Novigan, film-coated tablets
Hponysr: Hopnran®, Tabnerky, MoKpsITHIC NIEROUHOI 000104 K0#H

Market / Poivok

: Russia / Poccus

Batch No. / ; : Batch Quantity / . 1200000 tab /
Cepus Ne 2o Pa3mep cepny * 1200000 Tab6
Analytical Repourt No./ . 890001764557 Date of Analysis / . 20/09/2024
AHanuTHYecKnii oTueT Ne __ om s Jara anagnza

Date of Manufacture / . 09/2024 lzate of Expiry / . 08/2029
Jlaya nponzeoncTsa Togen g0

Mig. License No./ .

[IpoussoacTeennas : MNB/05/263 I:f;x number: /Homep .y Noog846
anuensng Ne

Ne 1 or 27.09.2023)

Analysis performed according ND No. / Anaau3 npeseacy no H/1 Ne: [T N008846-020222 (amend Ne 1 from 27.09.2023/ n3m.

Page 6 of 6 / Crp. 6 u3 6

*_ |[poROAIITER NPOU3BOANTEACM MPH RBIYCKE MIEPHOANYCCKN: A KA1 20-0it cepiu nixn ne Menee 1 pasa B rox. [lokazatean
MOKET GLITh He BK:H0YCH B cepTudrkar adanuza pupmoi
* _ Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be absent
from the Company's certificate of analysis.

Homep cepru cybcTanuimn
nponzsoaurens LJI@:

API name / nanmenoBanne ADC: Hbynpoden dennneepuims 6pomun
TurodeHoH

INN/MBH: Tbuprofen Pitofenone Fenpiverinium bromide

API manufacturcr batch number

! PIBM240101 PF/375 FA/213

Homep cepiid NpoH3BOANTENA

ADC:

FP Manufacturer API Batch

AUl / FERA00404 FENA04837 FENR04553

API Manufactured by & country
/
Ipoussoantens A®C, ctpana:

Solara Active Pharma
Sciences Limited, India /
Comnapa Dxrue dapma
Catiericus Jinmuren,
Huous

R.L. Fine Chem Pvt. Ltd., India | R.L. Fine Chem Pwvt. Ltd,,

/ India/
P. J1. ®aiu Kem Iet, JITx,, P. J1. ®aitn Kem Iler. JITa.,
Hunvs Hunus

Reaar ks . The Tioduct confiuns to WD/
Hpumeuanue: ITponykr coorsercrayeT TpeGoBannam HI

Conclusion : APTROVED /
3armovenne: OJAOBPEHO

Hara: 29.09.2024

Hara: 29.09.2024

Prepared by / Checked by / Approved by: Manager / Executive /
MoarorosneHo: Santosh Kumar Iposepeno: Pardeep Kumar Opao6peno: Meuemkep / Pykososures
Maurya { f Amit Kumar W

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 29.09.2024

Registered Uitice: 8-2-337, Koad No. 3, Banjara Hills, Hyaerabad - 500U3:

Tel: +91 40 4900 2909, Fax: +81 40 3900 2499, Ernail: i drrod

CIN: L85195aP19&4PLCONAS0T
wwiw.direddys.com




