Dr.Reddy’s Q‘!‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 1 0of 6 / Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxkanu®, TabaeTKH, IOKPHITHIE IJIEHOYHOI 0060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302289

Batch Quantity / O6bem napTuu : 766.7 Kg

040002325305

Analytical Report No / AHaauTHueckmii oT4eT Ne :

Date of Analysis / laTa apanu3za: 14.12.2023

Date of Manufacture / /laTta npoussoxcrsa : 11/2023

Date of Expiry / Cpok rogHoctu : 10/2028

Analysis performed according ND / Ananus nposeaen mo HJI: [T N011252/01-160123

Ne  |Test / Iloxka3zaTenn

Results/ PesynbTaThl

Specification / Hopma

[ |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancyJoBHAHOH (GOPMBI, TTOKPBITHIE
TUICHOYHOH 000JI04KOH OpaHKeBOro
LIBETa, C PUCKON Ha OAHOH CTOPOHE;
Ha TIOIlepeyHoM paspese — SApo
fenoro LBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KanCyJNOBHIHOM  (OPMBI,  MOKPBITHIE
IUIeHOYHOH  00O0JIOUKOH  OpaH)eBoro
[[BE€Ta, C PUCKOW Ha OHHOH CTOpOHE; Ha
TIONEpeyHOM paspese — Apo Oernoro uim
MOYTH O€eNoro IBETA.

2 |Identification /
[TomIMHHOCTE

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 yaep)xMBaHUSI OCHOBHEIX ITHKOB

Ha XpoMaTorpaMmme UCIBITYEMOTO
pacisopa  AOMUKHBL  COOTBETUTBOBATDH
BPEMEHAM  YAEpPXKHBAHUSI ITHMKOB  HA

XpomarorpaMmme pacTBOpa CTaHIAPTHBIX
obpasioB ubynpodeHa ¥ napaneraMmorna

(paznen «KonngyecTBeHHOE
OTIpe/ieIEHUEY)
3 |Average tablets weight 971.5mg/971.5 mr From 9409 mg to 999.1 mg
Cpennsia macca (970.0 mg +3.0 %) /
TabJIeToK Oor 9409 wmr gmo 999, MT
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Tpoaykrt coorBercTByeT Tpebopanusam HJ[ | 3akmouyenue: OJOBPEHO

Prepared by /
[Toarororneno:
Pravesh Rana

[y
j;
L

Checked by /
ITporepeno: Santosh Kumar

Maurya @V‘D

o

Approved by: Manager/Executive/

Ompo6peno: Menemkep / Pykorourenh
Manoj Kumar & é Lbbé

Reprint Date:.
Jara: 14.12.2023

Reprint Date:
Hara: 14.12.2023

Reprint Date:
Jata: 14.12.2023
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page2 of 6/ Crp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TableTKH, NOKPBITHIE IUIEHOYHOH 0001049K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302289

Batch Quantity / O6bem naprum : 766.7 Kg

040002325305

Analytical Report No / AHannTu4yecknii or4yer Ne : Date of Analysis / laTa anaynm3a: 14.12.2023

Date of Manufacture / Jlara npoussogcrsa : 11/2023  |Date of Expiry / Cpok roasocrn : 10/2028

Analysis performed according ND / Ananus nposeaen no HJI: [T N011252/01-160123

4 |Disintegration / 07 min 11 sec/ 07 mun 11 cex  |Not more than 30 min /
Pacnagaemoctsb He 6onee 30 MUH
5 |Dissolution / 99 % To 102 % Not less than 70% (Q) of CuHi50;
PacTBopeHue (Ibuprofen) after 30 min /
He wmemee 70 % (Q) Ci3His0;
(ubynpoden) yepes 30 MuH
98 % to 101 % Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
(nmapaneramon) uepes3 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cootBercTByeT Tpebosanuam HJl | 3akmodenne: OIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [TpoBepeno: Santosh Kumar Ono6peno: Menewkep / Pykusoauieis
Pravesh Rana Maurya Qf/ Manoj Kumar :
. S—
Reprint Date:. Reprint Date: Reprint Date:
Jara: 14.12.2023 Hata: 14.12.2023 Jata: 14.12.2023




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page3 of 6/ Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaun®, Tabjerku, NOKPLITHIE ILIEHOYHOH 060J104K0ii, 400 mr + 325 mr

Batch No / Cepnsa Ne : V2302289

Batch Quantity / O6bem napruu : 766.7 Kg

040002325305

Analytical Report No / AHaauTnyeckuii oTyer Ne :

Date of Analysis / laTa anaym3a: 14.12.2023

Date of Manufacture / /lata npousBoacrsa : 11/2023

Date of Expiry / Cpox roanoctu : 10/2028

Analysis performed according ND / Anasu3 nposegen mo H/I: [1N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol

impurity)

Poncteennbie npumecu - not more than 0.005 % /

Method 1/ Meton 1 4-amyHOdeHOoN (MpUMeCh NapareTaMona)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIxobas eMHHUYHAs NpHUMECh
(ubynpodena unaM mnapaneramosna) - He
6oaee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Merog 2)
- He Bonee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITIpumeyanue: [Ipoaykr cootBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
3akmaouenue: OJIOBPEHO

Prepared by / ]
lloarotosneHo: /
Pravesh Rana

Checked by /
[1poepeno: Santosh Kumar

Maurya Q’(_,

-—

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBogurens
Manoj Kumar

Reprint Date:.
Hata: 14.12.2023

Reprint Date:
Hara: 14.12.2023

Reprint Date:
Hara: 14.12.2023
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Page40of 6/ Ctp.4 n36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TaG1eTKH, MOKPbIThIE NIEHOYHOMH 000/104K0i, 400 Mr + 325 mr

Batch No / Cepnss No : V2302289

Batch Quantity / O6bem napTuu : 766.7 Kg

040002325305

Analytical Report No / AnanuTudeckunii oryer Ne :

Date of Analysis / /lata ananu3za: 14.12.2023

Date of Manufacture / JIlata npou3BogcTa : 11/2023

Date of Expiry / Cpok roanoctu : 10/2028

Analysis performed according ND / Anaau3 nposegen mo HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OXHOPOJHOCTH Acceptance value (AV) should be not

JIO31POBaHHUS 1.1 more than 15.0 /

- Ibuprofen /ubynpoden [Mokazatens npuemMaeMocTu (AV) fomxeH
ObITh He Ooiee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napaleTamont more than 15.0 /
[Mokasarens npuemieMoctd (AV) nomxkeH
ObITH He Oonee 15,0

11 |Microbiological purity /

Muxkpobuosoruueckas

yucrota*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

Obuee uucno

a3pOOHEBIX

MHKpPOOPraHU3MOB

b) Total combined Not more than 100 CFU/g/

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1ee 4nucio

JPOXOKEBBIX 1

IJIECHEBBIX TPUOOB

c) E. coli NA Shall be absent in lg / OtcyTcTBHE B

1r

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBercTByeT TpeboBaHuam HJI

Opinion : APPROVED
3akawuenue: OJIOBPEHO

Prepared by / .
IToarotoByieHo: ;
Pravesh Rana

Checked by /
[TpoBepeno: Santosh Kumar
Maurya

"
o

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar

Reprint Date:.
Jlara: 14.12.2023

Reprint Date:
MHara: 14.12.2023

Reprint Date:
Jara: 14.12.2023
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page50f 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkann®, Tab1eTKH, NOKPBITHIE IIEHOYHOH 060J104K0ii, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2302289

Batch Quantity / O6wem naprTun : 766.7 Kg

040002325305

Analytical Report No / AHanuTHYecKuii oTyeT Ne :

Date of Analysis / [laTa ananuza: 14.12.2023

Date of Manufacture / JlaTta nupoussoacrsa : 11/2023

Date of Expiry / Cpok rognocrn : 10/2028

Analysis performed according ND / Ananu3 nposenen no HJI: ITN011252/01-160123

12 |Assay/

ornpenciieHue

KonuuectsenHOE

405.3 mg/405.3 mMr

325.15mg/ 325.15 mr

From 360.0 to 440.0 mg of C;3HiO;
(Ibuprofen) per tablet /

Or 360,0 MI' 10 440,0 Mr C13H1302
(ubynpocen) B Tabnerke

From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Or 292,5 mMr go 357,5 mr CsHoNO,
(mapaueramon) B Tabnerke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al Gnucrep. Mo 1
OnMcTepy B Mayky KapTOHHYIO
BMECTE C  HHCTpPyKUHEH 1o
PHMEHEHHIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerox B IIBX/Al
6nucrep. ITo 1, 2 unu 20 6rucrTepoB B
nayvky KapTOHHYIO BMECTe c
HHCTPYKLHEH M0 NpUMEHEHHIO.

14 | Labeling / Mapkuposka

According to ND. / B cootBerctBru ¢ HJI.

XpaHenue

15 | Storage conditions /

At temperature not more than 25 °C. /
IIpu Temneparype He Bbie 25 °C.

rOAHOCTH

16 | Shelf life / Cpoxk

5 years / 5 ner

* 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. / [IpoBoauTCsi TPOU3BOAMTENEM MPH
BBIITYCKE NMEPHOJIUYECKH: I Kaxxaol 20-0i cepun unu He meHee 1 pasa B roj. [TokazaTens MOXKET OBITH
HE BKJIIOYEH B cepTUUKAT aHaIH3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykrt coorsercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[loarorosneHo:
Pravesh Rana

A

Checked by /
IIpoeepeno: Santosh Kumar

Maurya (}(_;

A"

Approved by: Manager/Executive/

Onobpeno: Mcuemxep / PykoBofHTE b
Manoj Kumar ! %!! é

Reprint Date:.
Hara: 14.12.2023

Reprint Date:
Hara: 14.12.2023

Reprint Date:
Jlara: 14.12.2023
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 6 of 6/ Cp. 6 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TalbaeTKH, NOKPLIThIE IVIEHOYHOMH 000J104K0#, 400 mr + 325 mr

Batch No / Cepnst Ne : V2302289

Batch Quantity / O6bem mapruu : 766.7 Kg

040002325305

Analytical Report No / Asanutndeckuii otyer Ne :

Date of Analysis / laTa ananu3sa: 14.12.2023

Date of Manufacture / laTa npon3Boactpa : 11/2023

Date of Expiry / Cpok rogHoctu : 10/2028

Analysis performed according ND / Ananu3 npoBegen mo HJI: TI N011252/01-160123

API name (INN) /
HaumenoBanue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapauetamon

API manufacturer batch number /

Homep cepun npoussoaurens PIBM230357, PIBM230358 0323/23-24
ADC:

FP Manufacturer API Batch

number / FEQA00451, FEQA00452 FEQA00438

Homep cepun cyGcTaHIIHH
npousBoautess I'JID:

API Manufactured by & country /
Hpouspoautens APC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxtuB
®apma Caitencus JlumuTen,
Wnunus

Sri Krishna Pharmaceuticals Ltd.,
India / Wpu Kpuiixa
®apmacsrotrkaic JIta., Muaus

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykT cooTBeTcTBYET TpeboBaHuaM HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 14.12.2023

Hara: 14.12.2023

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

[ToarorosneHo: [Iporepeno: Santosh Kumar Onobpeno: Menemxep / Pykooaurens

Pravesh Rana ] Maurya d’k_. Manoj Kumar @L/«—él
—

Reprint Date:. Reprint Date: Reprint Date:

Hara: 14.12.2023




