Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 10f6/Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoyxaun®, Tab61eTKH, MOKPBIThIE IJIEeHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2400400

Batch Quantity / O6bem naprum : 767.2 Kg

040002460176

Analytical Report No / AHanuTH4eckmii oTyet Ne :

Date of Analysis / [lara ananu3za: 28.03.2024

Date of Manufacture / [laTa mpouzBoacrea : 02/2024

Date of Expiry / Cpok roanoctu : 01/2029

Analysis performed according ND / Ananns nposesen no HJI: [T N011252/01-160123

Ne  |Test/ IToka3zareanb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ TabneTku
KAUCYJIOBUUHOR (OpMbL, LLOKPLITHIE
TUICHOYHOH 000JI0UKOH OpaHXeBOro
I[BETA, C PUCKOM Ha OHOI CTOpPOHE;
Ha TMOMepeyHOM paspese — SApO
Oenoro 1Bera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerkn
KANCyNOBUAHOM  GOPMBI,  TOKPBITBIE
MJEHOYHOH  0DO0JIOYKOM  OpaHXeBOro
I[BETa, C PUCKOM Ha OJHOH CTOpOHE; Ha
rofiepeyHoM paspese — aapo 6esnoro unm
nouTy 6enoro LBeTa.

2 |Identification /
IlogHHHOCTE

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) /
BpeMmena ynepxuBaHHsS OCHOBHBIX IHKOB
Ha XpomarorpaMmme UCITBITYEMOr0O
pacTBopa  JOMKHBI ~ COOTBETCTBOBATH
BpeEMeHaM  yAepXKUBaHUS IIMKOB  Ha
XpomarorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasuoB ubynpodeHa M mnapareramosa
(pazmen «KonuuecTBeHHOE
olpeeneHne»)

3 |Average tablets weight
Cpennsisi Macca
TabJeToK

971.7 mg/971.7 mr

From 9409 mg to 9991 mg
(970.0 mg £3.0 %) /

Or 9409 wmr jgo 9991 Mr
(970,0 mr % 3,0 %)

Remarks : The Product conforms to ND/
ITpumeyanne: IIpoaykT cooTseTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
3akarouedue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroTtosneno: Nitin ITposepeno: Sanfpsh Kumar OnobpeHo: MCHC,EM(MOBOI[HTCHL
Sharma ‘\_X/ Maurya H}& Abhishek Chauhan | \

Reprint Date:. Reprint Date: Reprint Date:

Hara: 28.03.2024 Hara: 28.03.2024 Hara: 28.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykauu®, Ta6JeTKH, NOKPLITHIE IIeHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400400

Batch Quantity / O6bem naptuu : 767.2 Kg

040002460176

Analytical Report No / Ananurudecknif oryer Ne : Date of Analysis / /laTa ananu3za: 28.03.2024

Date of Manufacture / Jlata nponsBoactea : 02/2024 | Date of Expiry / Cpok roanoctu : 01/2029

Analysis performed according ND / Ananu3 nposenen mo HJI: [T N011252/01-160123

4 |Disintegration / 05 min 57 sec/ 05 muu 57 cex  |Not more than 30 min /
Pacnagaemocts He 6oee 30 MHH
5 |Dissolution / 98 % To 101 % Not less than 70% (Q) of CisHisO»
PacTBopeHHe (Ibuprofen) after 30 min /
He wmenmee 70 % (Q) CisHisO:2
(ubynpoden) uepes 30 MmuH
97 % to 102 % Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(mapaneramod) dyepe3 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanue: [IponykT cootBercTBYeT Tpebosanusm HJl | 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: I\{'tind [IposepeHo: Santosh Kumar Onobpeno: Meunemkep / Pykogoaurens
Sharma &~ Maurya i?:‘; Abhishek Chauhan L_}—j
Reprint Date:. ~ Reprint Date: Reprint Date:
Jata: 28.03.2024 Hara: 28.03.2024 Hara: 28.03.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page30of 6/ Crp.3 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Tabl1eTKH, MOKPbIThIE IIEHOYHOI 0605104K0H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400400 Batch Quantity / O6bem maprun : 767.2 Kg
Analytical Report No / AHanmuTudyecknii oTyet No : Date of Analysis / /lata ananu3sa: 28.03.2024
040002460176

Date of Manufacture / Jlara npoussoactsa : 02/2024  |Date of Expiry / Cpok rognoctu : 01/2029

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

6 |Related substances / ; 4-aminophenol (paracetamol impurity)
PopcTBeHHbIe TpUMecH 0.0001% - not more than 0.005 % /

Method 1/ Meton 1 4-amuHOMeHON (MprUMech NapaleTaMmoa)
- e 6osee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIUHUYHAS npuMech
(ubynpodeHa umM napauneramosna) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /

CymmMa npumeceii (Metoxn 1 + Merton 2)
- He bonee 0,7 %

9 |Water/Bona 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [poaykr cootercTByeT Tpebosanusam HJ| | 3akaouenune: ONOBPEHO

Prepared by / Checked by / Approved by: Man@ﬁveﬁ
[Toarotorneno: Njtin [Tpoeepeno: Santosh Kumar Onobpeno: Menemep / Pykogoantein
Sharma '\-}3/' Maurya - Abhishek Chauhan Oﬁ

Reprint Date:. Reprint Date: Reprint Date: "

Jara: 28.03.2024 Hara: 28.03.2024 Hara: 28.03.2024




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykanu®, Ta0NeTKH, NOKPbIThIE MNIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400400 Batch Quantity / O6bem mapruu : 767.2 Kg
Analytical Report No / AHanuTHYecKHH oTyeT No : Date of Analysis / JlaTa ananau3za: 28.03.2024
040002460176

Date of Manufacture / JaTa npoussoacrsa : 02/2024  |Date of Expiry / Cpok rogaocts : 01/2029

Analysis performed according ND / Ananu3s nposeaen mo HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTh Acceptance value (AV) should be not

JIO3UPOBAHHUS 1.2 more than 15.0 /

- Ibuprofen /ubynpodex [Tokasarcie mpuemaeMocTu (AV) 1oyxcH
ObITh He Oonee 15,0

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

napateTamolt more than 15.0 /

IToka3zarens mpuemaeMoctd (AV) foixeH
ObITh He Ooee 15,0

11 [Microbiological purity /
Mukpobuosnoruieckas
qucToTa*

a) Total aerobic Not more than 1000 CFU/g/
microbial count / NA He 6onee 1000 KOE/r
O61iee yucio
a’poOHBIX
MUKPOOPTaHU3MOB

b) Total combined NA Not more than 100 CFU/g/
yeasts and mould count He 6ostee 100 KOE/r

/ Obuyee yucio
JPOAOKEBBIX U
MJICCHEBBIX TPUOOB

¢) E. coli NA Shall be absent in 1g / OtcyTcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [ponykT cootBercTByeT TpebopanusaM HJI | 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Mandger/Executive/
IToarotoenexo: Nitin [Iposepeno: Santosh Kumar Onobpeno: Menemkgp / Pykasoautens
Sharma = Maurya X+ Abhishek Chauhan “\J (’f
Reprint Date:. Reprint Date: Reprint Date:
Jara: 28.03.2024 Hara: 28.03.2024 Hara: 28.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, Ta6JeTKH, NOKPbIThIE MNIEHOYHOH 060J104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400400

Batch Quantity / O6bem naptuu : 767.2 Kg

040002460176

Analytical Report No / AHanuTndecknii oTuer Ne :

Date of Analysis / [laTa ananusa: 28.03.2024

Date of Manufacture / laTa npousBoacrea : 02/2024

Date of Expiry / Cpok roanocts : 01/2029

Analysis performed according ND / Auasiu3s nposesen mo HJI: T1 N011252/01-160123

12 |Assay/
KonnuectBenHoe
onpeneneHue

392.8 mg/392.8mMr

321.45 mg/321.45 mMr

From 360.0 to 440.0 mg of C;3sHi30,

(Ibuprofen) per tablet /

Or 360,0 MI’ Ao 440,0 Mr C13H1802

(ubynpoden) B Tabnetke

From 292.5 to 357.5 mg of CsHoNO;

(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO,

(mapaneramod) B TabneTke

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 6nuctep. o 1

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetok B I[IBX/Al
oaucrep. IMo 1, 2 unn 20 6nucTepoB B

onhcrepy B TAYKy KapTOHHYIO |MauKy KAPTOHHYIO BMECTE c
BMECTE ¢  HHCTPYKIHEH TO |MHCTPYKLHUEH MO NPUMEHEHHIO.
IPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B coorBetcTBun ¢ H/I.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHHe ITpu Temneparype He Bbiine 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
TOAHOCTH

* 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. / [IpoBoaHTCS IPOM3BOAUTENEM TPH
BBIMYCKE MEPHOJNYECKH: IS Kaxkaoi 20-0¥ cepuu unu He MeHee 1 pasa B roj. Ilokasarens MoxeT ObITh
He BKJIIOUEH B cepTHduKkaT aHanu3a GupMsl

Remar ks . Thie Product coufunns (v WD/
IIpuMeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJ[

Opinion : ATPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroTosneHo: l\(gtin ITposepeno: Santosh Kumar OnobpeHo: Menenmmmnenb
Sharma il Maurya -Ei Abhishek Chauhan \ 5

Reprint Date:. Reprint Date: Reprint Date: )

Jara: 28.03.2024 Hara: 28.03.2024 Jlara: 28.03.2024




Dr.Reddy’s “5.’

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoykauH®, TabNeTKH, MOKPBITHIE IIEHOYHOH 0060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400400

Batch Quantity / O6bem napruu : 767.2 Kg

040002460176

Analytical Report No / AnannTuyeckuii oTuyer No :

Date of Analysis / JlaTa ananunza: 28.03.2024

Date of Manufacture / /lata npouseoacrsa : 02/2024

Date of Expiry / Cpok roanoctu : 01/2029

Analysis performed according ND / Ananus nposeaen o HJI: TT NO11252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / [Tapatieramon

API manufacturer batch number /
Homep cepun nponspoaures
ADC:

A-4909

4594/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHIUH
npouspoauntes I'JI®:

FERAO00013

FERA00003

API Manufactured by & country /
IIponzpoautens A®C, cTpaHa:

IOL Chemicals and
Pharmaceuticals Limited, India /
HOJI Kemukanc s1n
®apmacbroTtukanc Jitn., Uuous

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpumna
®apmacerotukanc Jitn., Uaaus

Remarks : The Product conlorms to ND/
IIpumeuanne: [1IpoayKT coOTBETCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmwuenune: OJJIOBPEHO

Prepared by / Checked by / Approved by: Managér/Executive/
[ToarotoeneHo: Nitin [IpoBepeno: Santosh Kumar Ono6peno: Menemxkep\/ PykoBgaurein
Sharma \‘;y Maurya Abhishek Chauhan \5 'YI
Reprint Date:. Reprint Date: Reprint Date:

Hata: 28.03.2024 Hara: 28.03.2024 Hara: 28.03.2024




