Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 10f6/Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykauu®, TabieTKH, NOKPbITHIE INIeHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400011

Batch Quantity / O6bem maprun : 776.0 Kg

Analytical Report No / AHanmuTHuecKHii oryer Ne :
040002388859

Date of Analysis / laTa ananmza: 17.01.2024

Date of Manufacture / /lara npousBoicTsa : 12/2023

Date of Expiry / Cpox rogsocty : 11/2028

Analysis performed according ND / Ananuns nposeaen no HJI: I N011252/01-160123

Ne | Test / IlokazaTenn Results/ PesyasTaTel 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../  Tabnerku|core at the cross-section. / Tabnetku
KanCyJIOBUAHOM (OPMBI, MOKPBITHIE |KANCYNOBUAHOH  QOPMBI,  TOKpPBIThIE
TJIEHOYHON 06OJIOUKOM OpaH)XEBOTO|MJIEHOYHOH  0OOJIOUKOH  OpaHXeBOro
LBETA, C PUCKO} Ha OJHOH CTOPOHE;|LBETa, C PUCKOM Ha OJHOH CTOpOHE; Ha
HA TIOMIEPEYHOM paspese — SIPO|MONEepedHOM paspese — SApO Oenoro uim
6eJioro 1BeTa. noutH 6eoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IToanuHHOCTH CoO0TBETCTBYET 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) /
BpeMena yiepKUBaHUS OCHOBHBIX MHKOB
Ha Xpomarorpamme HCIIBITYEMOT'O
pactBopa  JOJDKHBI  COOTBETCTBOBATh
BpEMEHaM  YJEep)KMBaHUs IHKOB Ha
XpOMarorpamMme pacTBOpa CTaHJAPTHBIX
o6pazijoB ubynpodeHa H mapaneramona
(paznen «KonuuecTBeHHOE
ONpeNETICHUEY)
3 |Average tablets weight 970.4 mg/ 970.4 mr From 9409 mg to 9991 mg
CpenHsist Macca (970.0 mg £ 3.0 %) /
TabeToK Or 940,9 wmr go 999,1 wmr

(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoayKT COOTBETCTBYET Tpeboganusm HJT

Opinion : APPROVED
3akmrouenue; OJJOBPEHO

Checkedby/ 4 - Approved by: Manager/Executive/

Prepared by /

[ToaroTorneHo: ZB / [IpoBepeno: Pravesh Rana Ono6peno: Menemxep / Pyko omm%m;
Ankit Abhishek Chauhan T ™
Reprint Date:. Reprint Date: Reprint Date:

Jlara: 17.01.2024 Hara: 17.01.2024 Hara: 17.01.2024
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HN6yxkanu®, TabJeTKH, NOKPLIThIE MJ1eHOYHOH 000/109Kk0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400011 Batch Quantity / O6sem napruu : 776.0 Kg
Analytical Report No / AHanuTHYecKHH oTyeT N2 : Date of Analysis / /lara ananusza: 17.01.2024
040002388859

Date of Manufacture / {laTa npou3Boactsa : 12/2023 Date of Expiry / Cpok rognocrs : 11/2028

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

98 % to 101 %

4 |Disintegration / 08 min 17 sec/ 08 muH 17 cek  [Not more than 30 min /
Pacnanaemocts He 6onee 30 mun

5 |Dissolution / 98% To 100 % Not less than 70% (Q) of CisH;s0;
PaCTBOpeHHe (Ibuprofen) after 30 min /

He wMenee 70 % (Q) Ci3His0;
(ubymnpooden) yepes 30 MuH

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

He wMenee 70 % (Q) CsHoNO,
(nmapaneramon) yepes 30 MUH

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanne: [Tpoaykt cootercTByeT Tpebopanusam HJI | 3akmoyenue: ONOBPEHO

Ankit

5

Approved by: ManagcrfExecutjveﬁ A

Prepared by / Checked by /
[ToaroToBneHo: [IpoBepeHo: Pravesh Rana Ono6peHo: Menemxep / Pyicggo,q, TeINb

Abhishek Chauhan i

Reprint Date:. Reprint Date:

Hara: 17.01.2024 Hara: 17.01.2024

Reprint Date:
Jlara: 17.01.2024
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CERTIFICATE OF ANALYSIS /i
CEPTUDUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykaun®, Tab/1eTKH, NOKPbITHIE IJIeHOYHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400011

Batch Quantity / O6bem naptuu : 776.0 Kg

040002388859

Analytical Report No / AHaauTH4YecKHii oTdeT Ne :

Date of Analysis / lata ananusa: 17.01.2024

Date of Manufacture / JlaTta npousBojctsa : 12/2023

Date of Expiry / Cpok roguoctu : 11/2028

Analysis performed according ND / Anann3 nposegen mo HJ/: IIN011252/01-160123

6 |Related substances /

0.0004%

4-aminophenol (paracetamol impurity)

Ilpumeuanue: [TpoLyKT COOTBETCTBYET Tpe6q}3aHmM HI

Poncreennsie npumecu - not more than 0.005 % /
Method 1 / Meton 1 4-amuHodeHoN (MpuMech napaueTamona)
- He 6onee 0,005 %
Method 2 / Metog 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eIVHUYHAas NpUMeECh
(ubynpodena WM napaneTamosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma nipumeceit (Meroa 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Boga 1.3% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo:
Ankit

Checked by / j/
[Mpoeepeno: Pravesh Rana

Ono6peno: Menemkep / Pykopoaurdine

Approved by: Manager/ Execu;jvef
Abhishek Chauhan s il

Reprint Date:.
Mara: 17.01.2024

Reprint Date:
Hara: 17.01.2024

Reprint Date:
Hara: 17.01.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page40f6/Crp.4u3 6

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

Noykann®, TabieTki, MOKPLITLIE J1eHOYHOH 000J1049K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400011 Batch Quantity / O6vem napmin : 776.0 Kg
Analytical Report No / AHanaTHYecKHii oT4eT Ne : Date of Analysis / [laTta ananu3za: 17.01.2024
040002388859

Date of Manufacture / Jlata npoussoacrsa : 12/2023 | Date of Expiry / Cpox roamocTH : 11/2028

Analysis performed according ND / Ananus nposeaen no HJL: I1 N011252/01-160123

10 |Uniformity of dosage
units /
OJHOPOAHOCTD
JIO3UPOBAHMUSI 0.9
- Ibuprofen /ubynpodeH

- Paracetamol/ 1.0
napaieTramolt

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

[TokasaTens npuemyieMocTd (AV) no/bkeH
6bITh HE Oosee 15,0

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

[Moka3zartens npuemaeMocTu (AV) gomken
ObITH He Honee 15,0

11 |Microbiological purity /
Mpukpo6Hronornueckas
yucToTa*

a) Total aerobic NA
microbial count /
O61iee yucio
a3poOHBIX
MHUKPOOPTaHU3MOB

b) Total combined
yeasts and mould count NA
/ Ob1iee yucno
JPOMOKEBBIX U
IJIECHEBBIX TPHOOB

¢) E. coli NA

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

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

Shall be absent in 1g / OtcyTcTBUHE B
lr

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootsercrayer Tpedgnanusam HJT

Opinion : APPROVED
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / ¥~
[ToaroroBneHo: ITpoepeHo: Pravesh Rana

Ankit

Approved by: Manager/Exeputive/
Ono6peno: Menemxep / Py&ao HTEIb
Abhishek Chauhan e

Reprint Date:. Reprint Date:
Jara: 17.01.2024 Jlara: 17.01.2024

Reprint Date:
Jara: 17.01.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

PageSof 6/ Crp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Tab1eTKH, NOKPLIThIE N1eHO4HOi 0001049K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400011

Batch Quantity / O6bem maptuu : 776.0 Kg

040002388859

Analytical Report No / AnanuTu4yeckuif oruer Ne :

Date of Analysis / lata ananmza: 17.01.2024

Date of Manufacture / JlaTta mpon3Boacrsa : 12/2023

Date of Expiry / Cpok rogsocty : 11/2028

Analysis performed according ND / Anasn3 nposesen no HJI: I1 N011252/01-160123

12 |Assay/

onpeneneHue

KonuyectBeHHoe

395.5 mg/395.5 mr

326.16 mg/ 326.16 Mr

From 360.0 to 440.0 mg of Ci;3H;s0;
(Ibuprofen) per tablet /

Ot 360,0 mr mo 440,0 mr C;3HisO,
(ubynpoden) B Tabnerke

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

Or 292,5 mr no 357,5 mr CgHoNO,
(mapaiietaMo) B TabJIETKE

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6muctep. ITo 1
OmicTepy B MNayKy KapTOHHYIO
BMeECTe ¢  HHCTpyKHuMedl 1o

MMPUMEHECHHUIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerok B [IBX/Al
onuctep. Ilo 1, 2 wnmu 20 6aucrepoB B
nauky KapTOHHYIO BMECTe c
HHCTPYKLHUEH 10 TPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBetctBru ¢ H]I.

XpaHeHue

15 | Storage conditions /

At temperature not more than 25 °C./
ITpu Temneparype He Bbiuie 25 °C.

roOAHOCTH

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. / [IpoBoAXTCS MPOU3BOAUTENEM NPU
BBIIYCKE MEPUOIMUECKHU: IS Kaxkol 20-o# cepuy WM He MeHee 1 pasa B rog. Ilokasarens MOXeT ObITh
HE BKJIIOYEH B CepTH(UKAT aHaIHu3a QUPMBI

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoaykT coorBercTBYeT Tpebopanusm HJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hara: 17.01.2024

Jara: 17.01.2024

Prepared by / Checked by / j/ Approved by: Manager/Executive/
[ToaroroBneHo: @ [Tpoeepeno: Pravesh Rana Onobpeno: Menemxep / Pyl ‘osPuHTenb
Ankit Abhishek Chauhan e

Reprint Date:. Reprint Date: Reprint Date:

Hara: 17.01.2024




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoyxiauH®, Ta61€TKH, NOKPLIThIE IJIEHOYHOMH 000,109K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400011

Batch Quantity / O6bem naprun : 776.0 Kg

040002388859

Analytical Report No / AnanuTuyeckuii oryer Ne :

Date of Analysis / Jlata ananusa: 17.01.2024

Date of Manufacture / lata npousBoacTBa : 12/2023

Date of Expiry / Cpok roasocts : 11/2028

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

API name (INN) /

npoussoautens I'JIdD:

Homep cepun cyGcTaHIMH

Hamnmenosanme AGC (MEH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number /

Homep cepun npou3BoguTesIst PIBM230402 0925/23-24,0927/23-24
ADC:

FP Manufacturer API Batch

number / FEQA00581 FEQA00600, FEQA00601

API Manufactured by & country /
IIponspogurens ADC, cTpana:

Nunus

Solara Active Pharma Sciences
Limited, India / Conapa DKxTuB
®apma CaiteHcus Jlumuren,

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuwna
®apmackrotnkanc JIta., Maans

Remarks : The Product conforms to ND/
TIpumeuanne: IIpoaykt cooTBeTcTBYET Tpeboganuam HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Jlara: 17.01.2024

Hara: 17.01.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: ﬂ e Ipoeepeno: Pravesh Rana Onobpeno: Meneuxep / Pyko onnﬁenb
Ankit Abhishek Chauhan -
Reprint Date:. Reprint Date: Reprint Date: -

Jara: 17.01.2024




