Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page1of S/Crp.1u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxauu®, TabseTicu, MOKPHITHIE INIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2400748

Batch Quantity / O6bem mapruu : 718.70 Kg

Analytical Report No / Anasuruyeckuii oTuer Ne :
040002527455

Date of Analysis / /lata ananusza: 21.05.2024

Date of Manufacture / JIlata npousBoacrsa : 04/2024

Date of Expiry / Cpok rogsocrs : 03/2029

Analysis performed according ND / Ananu3 nposexen mo H/I: ITN011252/01-160123

No

Test / IlokazaTenan

Results/ Pe3yabTaThl

Specification / Hopma

1

Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancyJIOBUAHOM (GOPMBbl, MOKPBITHIE
IUIEHOYHOH 000JI04KOH OpaHXeBOro
IIBETA, C PHCKOW Ha OJHOH CTOpOHE;
Ha [ONepeyHoOM paspese — SO
Oenoro uBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets, white or off-white
core at the cross-section. / TabneTku
KancyJloBUIHOH  OpMBI,  TOKPBIThIE
niueHouyHoH — 000JIOUKOll  OpaHXEBOIo
I1BeTa, C PUCKOH Ha ONHON CTOpOHE; Ha
NOTEepPeYHoM paspese — aApo Oenoro uiu
nouTH 6eNoro 1BeTa.

Identification /
[MogIMHHOCTH

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 ynepuBaHUsI OCHOBHBIX MHKOB
Ha XpoMaTorpaMmme UCOIBITYEMOTO
pacTBopa  JOMDKHBI ~ COOTBETCTBOBAThb
BpEMEHAM  yHNEpXKWBaHUS THUKOB  Ha
XpOMaTorpaMMe pPacTBOpa CTaHAApTHBIX
obpaszior ubynpodeHa U mapaieraMmosna
(paznen «KonugecTBeHHOE
OTIpeICNIEHHE)

Average tablets weight
Cpenusia macca
TabJIeTOK

968.4 mg / 968.4 mr

From 9409 mg to 999.1
(970.0 mg = 3.0 %) /
Or 940,9 wr

(970,0 Mr £ 3,0 %)

mg

o 9991 MT

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cootBercTByeT TpeboBaHusiM HJI

Opinion : APPROVED
3akmoueHue: OI[OBPFHO

Prepared by /
IToarorosaeno Rama
Kant

&

¥

Checked by /
[Tposepeno: Pardeep Kumar

al

Approved by: Managgr/Executive
/OnobpeHo: Menemwifep /
PykoBoautens Abhj

Reprint Date:
Hara: 21.05.2024

Reprint Date:

Reprint Date:

Jara: 21.05.2024

Hara: 21.05.2024




Dr.Reddy’s ‘,‘:"

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Page 2 of 5/ Cyp.2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxaun®, TablieTKH, MOKPbITHIE INIEHOYHO# 060104K0i, 400 Mr + 325 mr

Batch No / Cepust No : V2400748

Batch Quantity / O6bem mapTuu : 718.70 Kg

040002527455

Analytical Report No / AnanmuTH4yeckuii oryer Ne :

Date of Analysis / [{laTa ananu3sa: 21.05.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok rogsocts : 03/2029

Analysis performed according ND / Ananu3 nposeaen no HJ/I: [1 N011252/01-160123

4 |Disintegration /
Pacnaymaemoctb

07 min 07 sec/ 07 mun 07 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

96 % To 101 %

99 % to 103 %

Not less than 70% (Q) of Ci;3His0,
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CgHoNO;
(Paracetamol) after 30 min /

Ci3His0;

0.0003%

He wMenee 70 % (Q) CsHoNO;
(napaueramou) uepes 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

PoncTBeHHbIE TPUMECH - not more than 0.005 % /
Method 1/ Meton 1 4-amuHOEeHO (MPUMECH apaleTamMmoIa)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meton 2 0.04 % JTo6ast eAMHUYHAs npUMech
(ubynpodena WM mapayeramosa) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3akmwuenne: OJJOBPEHO

Prepared by /
IToarorosneno Rama

Kant W
o2-2

Checked by /
[Iposepeno: Pardeep Kumar

=

/Onobpeno: Menemkep /
Pykoeonutens Abhishek Chau

Reprint Date: A

Hara: 21.05.2024

Reprint Date:

JlaTa: 21.05.2024

Reprint Date:

Hara: 21.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page3 of S/ Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxka1uu®, Tab1eTKU, NOKPBITHIE IJIEHOYHOH 060/104K0i#i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400748

Batch Quantity / O6bem naprun : 718.70 Kg

Analytical Report No / AHamaTu4yeckuif orger Ne :
040002527455

Date of Analysis / laTa ananusa: 21.05.2024

Date of Manufacture / lata npoussoacrea : 04/2024

Date of Expiry / Cpok rogaoctu : 03/2029

Analysis performed according ND / Ananu3 nposeaen no HJ{: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOIHOCTH Acceptance value (AV) should be not

JO3MPOBAHUS 2.3 more than 15.0 /

- Ibuprofen /ubynpoden [TokazaTens npuemsieMocT! (AV) noynkeH
OwITH He Ooee 15,0

- Paracetamol/ 1.8 Acceptance value (AV) should be not

napareramort more than 15.0 /
[TokazaTenb npuemneMoctd (AV) noykeH
ObITh He Ooee 15,0

11 |Microbiological purity /

Mukpobuosoruieckas

yucrorta*

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

microbial count / He 6onee 1000 KOE/r

OOb11ee yucio

a3poOHBIX

MHKPOOPraHH3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1uee uucno

JIPOXCOKEBBIX H

IUIECHEBBIX IPUbOB

c) E. coli NA Shall be absent in 1g / OrcyrcTBHE B

Ir

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akuwouenue: OJJOGPEHO

Hata: 21.05.2024

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

[Toarororneno Rama IIpoeepeHo: Pardeep Kumar | /Ono6peno: Meneajkep /

Kant t Pykosoautens Abhishek (;lfmhan
= =

Reprint Date: \ Reprint Date: Reprint Date:

Hara: 21.05.2024

Hata: 21.05.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A Page4 of 5/ Crp. 4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkanH®, TabeTKH, MOKPLIThIE INIEHOYHOH 060104K0i, 400 Mr + 325 Mr
Batch No / Cepus Ne : V2400748 Batch Quantity / O6nem maptuu : 718.70 Kg
Analytical Report No / AsanuTu4yeckuii order Ne : Date of Analysis / lara ananu3za: 21.05.2024
040002527455
Date of Manufacture / /laTa npousBogcrsa : 04/2024 Date of Expiry / Cpok rognocts : 03/2029
Analysis performed according ND / Anann3s nposeaen mo H/I: [TN011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of Ci:H;50;
KonnvectsenHoe (Ibuprofen) per tablet /
orpeaesenue 391.2 mg/391.2 Mmr Or 360,0 mr go 440,0 mr CiHis0:
(ubynpoden) B Tabnetke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
326.34 mg/ 326.34 mr Or 292,5 mr po 357,5 mr CgHoNO,
(napaueramoJ) B TabeTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al 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 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6auctep. ITo 1 |6auctep. [To 1, 2 umu 20 6mucrepos B
OnMcTepy B TMA4YKy KApTOHHYK |Madky KapTOHHYIO BMECTE c
BMeCTe C  MHCTPYKIHEeH 1O |MHCTpyKLMel M0 MPUMEHEHHIO.
IPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBercTBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Boite 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
COIHOCTH

* 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. / IIpoBoAUTCS IPOU3BOAUTENIEM NPH
BBIMTYCKE NEPUOJMYECKH: IS Kaxaoi 20-0if cepur Wik He MeHee 1 pa3a B rof. [lokasatens MOXeET ObITh
He BKJIIOYEH B CePTUQHKAT aHaM3a GrUpMBI

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusM HJJ

Opinion : APPROVED
3akioyeHue: OI[OBPEHO

Prepared by / Checked by / Approved by: Managet/Executive
[NoarotosneHo Rama ITpoepeno: Pardeep Kumar |/OnobpeHo: Menemk

Kant [z Pykosoautens Abhisiiek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Jara: 21.05.2024

Hara: 21.05.2024

Jarta: 21.05.2024




Dr.Reddy’s Q’."

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page Sof 5/ Crp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabaeTKH, NOKPBHIThIE NNIEHOYHOMH 060104Koii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400748

Batch Quantity / O6bsem napruu : 718.70 Kg

040002527455

Analytical Report No / Ananuruyeckuii order Ne :

Date of Analysis / laTa anaymsa: 21.05.2024

Date of Manufacture / /laTta npoussoactsa : 04/2024

Date of Expiry / Cpok rognoctn : 03/2029

Analysis performed according ND / Ananu3 nposeaen no HJI: [1 N011252/01-160123

API name (INN) /

Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapauetamon
AFT manuidcturer batch namber / PIBM230460, PIBM230459 1163/23-24

Howmep cepuu npoussoautesnss ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHImH FERA00049, FEQA00659 FERA00084

npouspoauTens I'J1D:

API Manufactured by & country /
IIpouspogurenr ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTuB
®apma Catiencus Jlumuren, Muaaus

Sri Krishna Pharmaceuticals
Ltd., India / lllpu Kpumna
®apmacerotukanc JIta., Uuaus

Remarks : The Product conforms to ND/
[Ipumeuyanue: IIpoaykT cooTBeTcTBYET TpeboBanusM H]|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno Rama

Kant M

Checked by /
[Iposepeno: Pardeep Kumar

f =

Approved by: M
/OnobpeHo: Me
PykosoauTtens

Reprint Date: N

Jata: 21.05.2024

Reprint Date:

Reprint Date:

JaTta: 21.05.2024

JlaTa: 21.05.2024




