Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page10of 6/ Crp.1 136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabaeTkH, IOKPBITHIE I1IeHOYHO#H 060.101K0#, 400 Mr + 325 mr

Batch No / Cepnst Ne : V2400012

Batch Quantity / O6bem naptun : 764.85 Kg

040002389677

Analytical Report No / AnanuTi4yeckuii oryer No :

Date of Analysis / IaTa ananusa: 17.01.2024

Date of Manufacture / Jlata nponssoacrsa : 12/2023

Date of Expiry / Cpox rogsoctu : 11/2028

Analysis performed according ND / Ananns nposeaen no HJI: T NOI 1252/01-160123

Ne |Test/ Iloka3zaTennb

Results/ PesynbTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped, Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white

the cross-section. ./

KancyOBHAHONH (OPMBI, MOKPBITBIC|KaICYJIOBHAHOM
[UIEHOYHOW 000JI0UKOW OpaHKEBOTO |MIEHOYHOM

Tabnerku|core at the cross-section. / Tabnetku

¢ opmBI,
000J104KOH

MOKPBIThIE
OpaHXeBoro

1BETa, C PUCKOM Ha ONHOWM CTOPOHE;|LBETa, C PHUCKOI Ha OJHON CTOpPOHE; Ha
Ha [ONEPEYHOM pa3pese — sAApO|MONEPeHHOM pas3pe3e — AApo 0eJioro unu

feJoro 1BeTa.

nourty 6eyoro LBeTa.

2 |Identification /
[ToaNMHHOCTB

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times
of the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /

BpeMeHa ynep>KuBaHHS OCHOBHBIX MUKOB

Ha XpoMaTtorpamMme UCNBITYEMOI'O
pacTBopa JOJIXKHBI COOTBETCTBOBATDH
BpEMEHaM YAEpXXHUBaHHS MHUKOB Ha

XpoMarorpaMme pacTBopa CTaHAAPTHBIX
o0OpasijoB ubynpodena M mapaueramona

Cpennsisi macca
TabJIeTOK

(paznen «KonnuecTBeHHOE
ONpeJEICHUE)
3 | Average tablets weight 968.6 mg / 968.6 Mr From 9409 mg to 9991 mg

(970.0 mg £ 3.0 %) /
Or 940,9 wmr 1o
(970,0 mr + 3,0 %)

999,1 wmr

Remarks : The Product conforms to ND/
Ilpuveyanne: JIpoJyKT COOTBETCTBYET Tpe6odunam HJI

Opinion : APPROVED
Zaxaouenne: OJJOBPEHO

Jlata: 17.01.2024

Jara: 17.01.2024

Prepared by / Checked by / )/ Approved by: Manager/Executive/
[ToaroToBneHo: ﬁ’/ [Mposepeno: Pravesh Rana Opo6peHo: Menemxkep / Pylixaomﬁenb
Ankit Abhishek Chauhan (|
Reprint Date:. Reprint Date: Reprint Date:

Jara: 17.01.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 2 of 6/ CTp.2 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, T26J1eTKH, OKPbIThIE MJIeH04HOH 060/104KOif, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400012

Batch Quantity / O6bem naprun : 764.85 Kg

040002389677

Analytical Report No / AnanuTHueckuii oryer N :

Date of Analysis / /lata ananu3a: 17.01.2024

Date of Manufacture / [lata npon3soacrsa : 12/2023

Date of Expiry / Cpok roagsocru : 11/2028

Analysis performed according ND / Ananns nposeaen no HJL: [T NO1 1252/01-160123

4 |Disintegration /
PacrmagaemMocThb

08 min 12 sec/ 08 mun 12 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopeiine

99% To 100 %

97 % to 100 %

Not less than 70% (Q) of Ci3Hi50:2
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(uGynpoden) uepes 30 MUH

Not less than 70% (Q) of CzHoNO:
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napaneramon) yepe3 30 MUH

CI3H1802

CsHoNO»

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayxT coorercTByeT TpedopaHuam HJT

Opinion : APPROVED

Zakmouenue: OJOBPEHO

Prepared by / Checked by / : Approved by: Manager/Executive/
[ToaroToByEHO: & [TposepeHo: Pravesh Rana Onobpeno: Menemxep / Pyscodomyrenb
Ankit Abhishek Chauhan s
Reprint Date:. Reprint Date: Reprint Date:

Jara: 17.01.2024 Jara: 17.01.2024 Hata: 17.01.2024




Dr.Reddy’s “:.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Page3of 6/ CTp.3 u3z 6

MNoyxkaun®, TaGeTKH, MOKPHITHIE ILJ1eH

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

04HOI1 06oJ0uKoii, 400 mr + 325 mMr

Batch No / Cepust Ne : V2400012

Batch Quantity / O6bem napruu : 764.85 Kg

040002389677

Analytical Report No / AHanuTHYecKH# oT4er Ne : Date of Analysis / laTa anaauza: 17.01.2024

Date of Manufacture / Jlata npoussoacrsa : 12/2023 | Date of Expiry / Cpok rognocts : 11/2028

| Analysis performed according ND / Anaans nposeaen mo HJI: TI NO1 1252/01-160123

6 |Related substances /
PoncrenHble npuMecu
Method 1/ Meton 1

Method 2 / Metopn 2

. 4-aminophenol (paracetamol impurity)
0.0003% - not more than 0.005 % /

4-amuHOGEHO (NpUMECh NapaleTaMmona)
- He 6onee 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eJIMHUYHAs NpUMECh
(ubynpodeHa M mnapaueramosna) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceit (Meron 1 + Metog 2)
- He 6onee 0,7 %

9 |Water/Bona

1.3% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/

Ipumeuanne: [TponykT cootetcTBYeT Tpebosauuam HJ[ | 3axmoyenne: ONOBPEHO

Opinion : APPROVED

]

r Approved by: Manager/Executive/

Prepared by / Checked by / d

IloarorosneHo: @ Ipoeepero: Pravesh Rana Ono6peno: Menemxep / Py‘ OBOJIMTEND
Ankit | Abhishek Chauhan T
Reprint Date:. Reprint Date: Reprint Date:

Hata: 17.01.2024 Hata: 17.01.2024 - Jara: 17.01.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 4 of 6/ CTp. 4 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, TabiieTKH, NOKPbIThIE IIEHOYHO# 00601049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400012

Batch Quantity / O6bem naptun : 764.85 Kg

040002389677

Analytical Report No / AnannTu4yeckuii oTyer Ne :

Date of Analysis / laTa ananuza: 17.01.2024

Date of Manufacture / lata npon3soacra : 12/2023

Date of Expiry / Cpox rogsocru : 11/2028

Analysis performed according ND / Anann3 nposenen o HJI: 11 N011252/01-160123

10 |Uniformity of dosage
units /

ORHOPOAHOCTH
JIO3UPOBaHUS

- Ibuprofen /ubynpoden

- Paracetamol/
HapaneTamort

1.1

1.0

Acceptance value (AV) should be not
more than 15.0 /

[Mokasarens npuemaemocty (AV) noymkeH
ObITH HE Ootee 15,0

Acceptance value (AV) should be not
more than 15.0 /

ITokazarens npuemneMoctd (AV) nomkeH
OBITE He Ootee 15,0

11 |Microbiological purity /
MukpobHonoruyeckast
gucrora*

a) Total aerobic
microbial count /
O6uiee 4yucio
a’pOOHBIX
MHKPOOPTraHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1wee gucno
JIPOMOKEBBIX U
TUIECHEBBIX TPUOOB

c) E. coli

Less than 10 CFU/g /
Memnee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

Absent in 1g/ OTcyTcTBYET B 1T

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

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

Shall be absent in lg / OtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
ITpumeyanue: ITpoaykt cootsercTByeT Tpebophuuam HJJ

Opinion : APPROVED
3akirouenne: OJJOBPEHO

Prepared by / : Checked by / _& Approved by: Manager/Executive/
IMoaroroBineHo: /A Iposepeno: Pravésh Rana Onobpeno: Menemxep / Pyl((}éo,]ﬂ&}ﬂb
Ankit / Abhishek Chauhan 1
Reprint Date:. Reprint Date: Reprint Date:

Jara: 17.01.2024 Hata: 17.01.2024 Hata: 17.01.2024




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page S of 6/ Cp. 5 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6y kaun®, Ta61eTKH, NOKPBITHIE MJIeHOYHOI 060104K0ii, 400 mr + 325 mr
Batch No / Cepus Ne : V2400012 Batch Quantity / O6bem naptuu : 764.85 Kg
Analytical Report No / AHanuTH4Yeckuii oTder Ne : Date of Analysis / JlaTa ananusa: 17.01.2024
040002389677
Date of Manufacture / Jlara npousBoacrsa : 12/2023  |Date of Expiry / Cpok rognocrs : 11/2028
Analysis performed according ND / Ananu3 nposenen no HJ: [1N011252/01-160123
12 |Assay/ 394.6 mg/394.6 Mmr From 360.0 to 440.0 mg of C;3His0;
KonuuectBenHoe (Ibuprofen) per tablet /
onpeneneHue Or 360,0 mr po 440,0 mr CisHisO
(ubynpoden) B Tabaerke
322.80 mg /322.80 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CsHoNO;
(napaueramon) B TabNETKE
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / [To 10 tabnetok B [IBX/Al
tabnerok B IIBX/Al 6aucrep. [To 1 |6nucrep. Mo 1, 2 unu 20 Gauctepos B
OmicTepy B MAayKy KapTOHHYKO |MadKy KapTOHHYIO BMECTe c
BMECTE C  HHCTPYKLHeH 1o |HHCTpYKUHEH 0 MIPUMEHEHHUIO.
NPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B coorBerctuu ¢ HJL.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue IIpu Temneparype He Boie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
rOJIHOCTH

* 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. / [IpoBogiTca npousBoauTeNeM NP
BBIIYCKE MEPUOAMYECKH: IUIs K0l 20-0i cepur WM He MeHee 1 pasa B roj. Ilokasarens MoxeT ObITh
He BKJTFOYeH B cepTUhHKAT aHaM3a GUPMBI

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykr coorBeTcTBYET Tpebopannam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 17.01.2024

Jara: 17.01.2024

Prepared by / Checked by / 4 Approved by: Manager/ Execmiive/

lloaroroBneno: ﬂ llposepeno: Pravesh Rana Onobpeno: Menemxep / PykoBoautenb

Ankit / Abhishek Chavhan . —/
FF_(eprint Date:. Reprint Date: Reprint Date:

Jlara: 17.01.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page 6 of 6/ Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknun®, Tab1eTKH, NOKPBITHIE IL1EHOYHOM 0601049K0i, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2400012 Batch Quantity / O6bem naptuu : 764.85 Kg
Analytical Report No / Ananamrudeckuii oruer Ne : Date of Analysis / [laTa ananusza: 17.01.2024
040002389677

Date of Manufacture / Jlata npoussoacrsa : 12/2023 | Date of Expiry / Cpok rognoctn : 11/2028

Analysis performed according ND / Anann3 nposeaen no HJ/I: [1 N011252/01-160123

ﬁii;:::;g}ilz) Ai ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /
Homep cepuu nNpoH3BOAUTEISI PIBM230402 0927/23-24
ADC:
FP Manufacturer API Batch
number /
Howmep cepry cy6eTanmun FEQAO00581 FEQA00601
npouspoauTes I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa 2OxtuB India / IlIpu Kpuiina
[ pouspoautens APC, cTpana: ®apma Caitencus Jlumuren, ®apmaceiotukanc Jita., Uaaus
Nunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cooteercTyet Tpebgpanusm HJI | 3axmouenne: OJOBPEHO
Prepared by / Checked by / rf _ Approved by: Manager/Executive/
Iloarorornexo: /fi [TpoBepeno: Pravesh Rana Ono6peHo: Menemxep / Pykosoaurens
Ankit / Abhishek Chauhan T
Reprint Date:. Reprint Date: Reprint Date: =
Hara: 17.01.2024 Jarta: 17.01.2024 Jara: 17.01.2024




