Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Page 1 of 5/Crp. 1 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxnuu®, TabneTKH, NOKPHITHIE NJeHOYHOM 000.104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2400747

Batch Quantity / Odbem naprun : 754,10 Kg

040002526866

Analytical Report No / Anajgurndeckuii order Ne :

Date of Analysis / [laTa ananu3a: 21.05.2024

Date of Manufacture / lata npoussoacrtsa : 04/2024

Date of Expiry / Cpok roauoctu : 03/2029

Analysis performed according ND / Anann3 nposeaen mo HJI: TI1 N011252/01-160123

Ne Test / Ilokazareanb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaIcyJTOBUIHOH (OPMBI, MOKPBITHIE
IJICHOYHOM 00O0NOYKONW OpaHXKeBOro
[[BeTa, C PUCKON Ha ONHOH CTOpOHE;
Ha TIOMEpedHOM paspese — sApo
Oesnoro LBeTa.

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

core at the cross-section. / Tabnerku
KancyynoBUAHOH  Qopmbl, ITOKPBIThIE
MleHOUHOH  000NOYKOH  OpaHXeBOro

[[BETa, C PUCKON Ha OFHOH CTOpOHE; Ha
TIOIIepeYHOM paspese — sApo Oenoro uimu
o4ty OeNoro LBETA.

2 |Identification /
IlomuHHOCTE

Complies as prescribed/
CoOOTBeTCTBYET

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 yfep>KUBaHUSI OCHOBHBIX IIMKOB

Ha XpomarorpaMmme HCIIBITYEMOTO
pacTBOpa  JIOJDKHbI ~ COOTBETCTBOBATH
BpEMEHaM  YJAEp)KUBAHUS IIMKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasloB ubynpodeHa M mapaneramona

(paznen «KonuuecTBeHHOE
OMpPEACICHUE)
3 |Average tablets weight 969.5 mg / 969.5 mr From 9409 mg to 9991 mg
CpenHsis Macca (970.0 mg £+ 3.0 %) /
TabJeToOK Or 940,9 wmr gmo 999, Mr
(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
Hpumeuanue: [Mponykr coorBercTyet TpebopanusM HJT

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
I'loarorosneno Rama

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Mandger/Executive
/Opnobpeno: Menegxep /

Hara: 21.05.2024

Kant \/6 Pykosoaurens Abhishek Chauhan
%Vk\w/ C__\.()/ ; »
Reprint Date: ) Reprint Date: Reprint Date:

Hara: 21.05.2024

Hara: 21.05.2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 2 of S/ Crp.2 m3 5

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxknuu®, TabseTky, NOKpLITHIE NIEHOYHOI 000/1049K0i, 400 Mr + 323 mr

Batch No / Cepus Ne : V2400747

Batch Quantity / O6bem naptuu : 754.10 Kg

040002526866

Rnalyﬁcal Report No / Auanurudeckuii otuer Ne :

Date of Analysis / Jlata ananmnza: 21.05.2024

Date of Manufacture / /lata npousBoacrsa : 04/2024

Date of Expiry / Cpok rognocty : 03/2029

Analysis performed according ND / Ananu3s nposenen mo HJI: T N011252/01-160123

4 |Disintegration /

06 min 40 sec/ 06 mus 40 cek

Not more than 30 min /

Pacnapaemocts He 60omnee 30 MUH
5 |Dissolution / 98 % To 102 % Not less than 70% (Q) of Ci3HiO:
PacrBopeHHe (Tbuprofen) after 30 min /
He MEHEE 70 % (Q) C13H1302
(ubynpoden) uepes 30 MuH
97 % to 103 % Not less than 70% (Q) of CsHyNO,
(Paracetamol) after 30 min /
He wmemee 70 % (Q) CsHoNO2
(nmapaueramon) 4epes 30 MuH
6 |Related substances / 4-aminophenol (paracetamol impurity)

PoncTBeHHbIE TPUMECH 0.0003% - not more than 0.005 % /

Method 1 / Meton 1 4-amuHObeHON (MpUMech MapaleTaMmona)
- "He Gonee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meton 2 0.02 % JIrobas ¢IUHUYHAas NPHMECH
(ubynpodena unM napaueramMona) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)

0.02% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meron 2)
- He 6osee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /

He 6oiee 5.0 %

Remarks : The Product conforms to ND/
ITpumeuanue: IpoaykT cooTseTcTBYeT TpeboBaHusam HJ

Opinion : APPROVED
3ak/oueHue: OJIQBPEHO

Hara: 21.05.2024

Prepared by / Checked by / Approved by: Mamager/Executive
HOLLFOTOBneHm [Tposepeno: Pardeep Kumar | /Omobpeno: Mengnicep /

Kant : QL/ PykoBoautens Abhishek Cfauhan
Reprint Date: Reprint Date: Reprint Date; !

Hara: 21.05.2024

Jara: 21.05.2024




Do
Dr.Reddy’s Q;°

Dr. Redry's Laboratories Ltd
rorimulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Disit Solan H.P, 173 205, 1nNDIA
Tal: +91 88166 56001-02
vowyrdrreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page3 of 5/ Crp.3 m3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxauu®, Tab1eTkH, NOKPBLIThIE MJIeHOYHoH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400747

Batch Quantity / O6bem naptuu : 754,10 Kg

Analytical Report No / AHanuTHdecknii oTdeT No :

040002526866

Date of Analysis / laTa ananu3za: 21.05.2024

Date of Manufacture / Jlata npousBoacrsa : 04/2024

Date of Expiry / Cpok rogaocru : 03/2029

Analysis performed according ND / Anasun3s nposeaen mo HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /
OIHOPOZHOCTD Acceptance value (AV) should be not
JO3UPOBaHHUS 1.8 more than 15.0 /
- Jbuprofen /ubynpocden [Noxkazarens npuemMaeMocTd (AV) nokeH
OnITE He Oonee 15,0
- Paracetamol/ 1.6 Acceptance value (AV) should be not
napaneTamo more than 15.0 /
INMokazarens mpuemiaeMocTd (AV) 10JDKeH
65ITH He Gonee 15,0
11 |Microbiological purity /
Mukpobuorornieckas
yuctoTta*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O6ee yucno
a3pOOHBIX
MHKpPOOPTraHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obuee yncio
JIPOXKKEBBIX U
IJIECHEBBIX TPHOOB
¢) E. coli NA Shall be absent in lg / OrcyrcTBHe B

1r

Remarks : The Product conforms to ND/
Ilpumeuanue: IpoaykT cooTBeTCTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akmouenne: OLOBPEHO

Prepared by /
Iloarorosneno Rama

Kant .
A"

Checked by /
[IposepeHo: Pardeep Kumar

Approved by: Manager/Executive

/Onobpeno: Menenykep /
PykxoBoaurens Abhishek Cl}huhan

Reprint Date:
Harta: 21.05.2024

Reprint Date:

Reprint Date:
Hara: 21.05.2024

Racistard Difice

Tel+S1 4

Hara: 21.05.2024

‘o 3, Banjara Hills, Hyderabad - 500024, Telangana, india




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A Page4 of 5/ Crp. 4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabaeTkH, NOKPLITHIE INIEHOYHOMH 060104K0ii, 400 Mr + 325 Mr
Batch No / Cepns Ne : V2400747 Batch Quantity / O6bem naptun : 754.10 Kg
Analytical Report No / Ananurudyeckuii order Ne : Date of Analysis / lara ananu3za: 21.05.2024
040002526866
Date of Manufacture / JlaTa npousBoacrsa : 04/2024 Date of Expiry / Cpok roguoctu : 03/2029
Analysis performed according ND / Ananu3s nposenen mo HJI: JI N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H;sO;
KonuyectseHHOE (Touprofen) per tablet /
OnpeJieNneHne 394.4 mg / 394.4 mr Or 360,0 mr mo 440,0 mr C;3sHis0O,
(ubynpodeH) B TabneTke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
325.57 mg/ 325.57 mr Ot 292,5 mr gmo 357,5 mr CsHoNO,
(mapaueramon) 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. / ITo 10 Tabnerok B IIBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1  |6nuctep. Tlo 1, 2 una 20 6namcTepoB B
OMucTepy B AYKy KapTOHHYKO |mauky KapTOHHYO BMeECTe c
BMECTE C  MHCTPYKLHe# 1Mo |HHCTPYKUMeH MO NPHMEHEHHIO.
IPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBerctBun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Tpu Temmnepatype He Bbie 25 °C.
16 | Shelf life / Cpox 5 years /5 net
TOJHOCTH

* 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. / [IpoBoguTca Mpou3BOAUTENEM TIPH
BBIIYCKE MEPHOAMYECKHU: 1T Kol 20-oii cepuu WM He MeHee | pa3sa B ron. IlokasaTens MOXeET ObITh
He BKJIIOUeH B cepTuHKaT aHamu3a QUpMBI

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykr coorBercTByeT Tpeboanusm HJL

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by /
IToarorosneHo Rama

Kant W _

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Managgt/Executive
/Onobpeno: Menemxep /
PyxoBoautens Abhighek Chalrlan

Reprint Date: k

JHara: 21.05.2024

Reprint Date:

JlaTta: 21.05.2024

Reprint Date: |
Jata: 21.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A Page S of 5/ Crp.5u3 5

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

HNo6ykaun®, TabneTKH, NOKPHIThIE MIEHOYHOH 000104K0ii, 400 mr + 325 mr

Batch No / Cepua Ne : V2400747 Batch Quantity / O6bem naptiu : 754,10 Kg
Analytical Report No / AHannTH4yecknii oTdeT Ne : Date of Analysis / /laTra ananu3za: 21.05.2024
040002526866
Date of Manufacture / /lata nponssoacTsa : 04/2024 Date of Expiry / Cpok roanoctn : 03/2029
Analysis performed according ND / Anasin3 nposegen mo HJ: 11 N011252/01-160123

API name (INN) /

Haumenosanue ADC (VHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / A-4956 1215/23-24

Howmep cepuu npoussoautesss ADC:

FP Manufacturer API Batch number /

Howmep cepuu cyOcTaHIUA FERAOQ0019 FERA00160

npousBoauTess LJID:

API Manufactured by & country /
Hpouseogureas APC, crpana:

JOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemukasnc 317
®apmacsrotukanc Jita., Munus

Sri Krishna Pharmaceuticals
Ltd., India / llIpu Kpumna
®apmacstotukanc JIta., Uaausa

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT TpeboBanusaM HJL

Opinion : APPROVED
3akmouenue; OJJOBPEHO

Prepared by /
IMopgrotosneHo Rama

Kant @&Q@ |

Checked by /
IIpoBepeno: Pardeep Kumar

QI:,— Pykosonurens Abl shek Charhan

Approved by: Mana

er/Executive

)
4

Reprint Date: |

Jata: 21.05.2024

Reprint Date:
Jlata: 21.05.2024

Reprint Date:
Jlata: 21.05.2024

= !




