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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Pagelof5/Ctp.1 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabneTKH, NOKPBITHIEC MJIEHOYHOi 0001049K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400657

Batch Quantity / O6nem napruu : 740.0 Kg

Analytical Report No / AHaautuyeckuii oryer Ne :
040002501473

Date of Analysis / /laTa ananu3za: 29.04.2024

Date of Manufacture / /lata npousBoactsa : 04/2024

Date of Expiry / Cpox rognoctu : 03/2029

Analysis performed according ND / Ananau3 npoeeaen mo HJ[: [1N011252/01-160123

IIpumeuanue: [Ipoaykr coorsercTByeT TpeboBanusam HJL

3akaouenue: OJJOBPEHO

Ne | Test/ Iloxa3arennb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucauue |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|corc at thc cross-scction. / Tabnctku
KAfCyJIOBUAHOH (OPMBI, MOKPBIThIE|KANCYNIOBUAHOR  (GOPMBI,  IOKPBITHIE
TJIEHOYHOH 000JIOUKON OpaHKEBOTO |IUIEHOUHOH ~ ODOJIOUKOH — OpaHkKeBOro
[[BeTa, C PUCKOU Ha OJHOI CTOpOHE;|UBEeTa, C PUCKOH Ha ONHOW CTOpOHE; Ha
Ha TIOMEpPEeYHOM paspe3e — sAPO|MONepeqHoOM paspese — Anpo 6enoro uiu
0eJyioro 1BeTa. noyTy 6€0ro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MonnuHHOCTH CooTBeTcTBYET 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>uBaHUsS OCHOBHBIX MHKOB
Ha XpoMaTorpaMmme HCITBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATb
BpeMeHaM  y[ep)KMBaHUS THKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpazior ubynpodeHa M mnapaueramosia
(pasgmen «KonuyecTBeHHOE
OINPENEIICHHUEN)
3 |Average tablets weight 970.9 mg / 970.9 mMr From 9409 mg to 999.1 mg
Cpennsis Macca (970.0 mg =+ 3.0 %) /
Ta0JIETOK Or  940,9 MI' 1O 999,1 MI
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
IToarotorneHo: Sa?ﬁsh
Kumar Maurya :

-

Checked by /
[TpoepeHo: Pardeep Kumar

—
-

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoautens Manoj Kumar

Reprint Date:
JHara: 29.04.2024

Reprint Date:
Jlata: 29.04.2024

Reprint Date:
Hara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A Page2 of S/Crp.2 u3z 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxkann®, TabaeTKH, NOKPBITHIE IUIEHOYHOH 060104K0i, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400657

Batch Quantity / O6bem naptuu : 740.0 Kg

040002501473

Analytical Report No / Asanurnyeckuii oryer Ne :

Date of Analysis / JlaTa ananm3a: 29.04.2024

Date of Manufacture / lata npousBoacrsa : 04/2024

Date of Expiry / Cpok rogHocts : 03/2029

Analysis performed according ND / Ananu3 nposegen no HJI: TIN011252/01-160123

4 |Disintegration /
PacnagaemocTb

07 min 36 sec / 07 MmuH 36 cex

Not more than 30 min /
He 6oiee 30 Mun

5 |Dissolution /
PacTBOpeHue

98 % To 102 %

100 % to 104 %

Not less than 70% (Q) of Ci3sHis0,
(Ibuprofen) after 30 min /

He wmewee 70 % (Q) CuiHisO:
(ubynpoden) uepes 30 MHH

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

He wmenee 70 % (Q) CsHoNO,
(napaueramon) uepe3 30 MHH

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

PopcreenHble npuMecu - not more than 0.005 % /

Method 1/ Meton 1 4-amuHodeHo (MpUMech apaneTaMmona)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

Method 2 / Meton 2 0.04 % JIrobas e€OUHUYHAs MPUMECH
(ubynpodeHa oM mapaueraMmosa) - He
6osee 0,3 %
Total impurities (Method 1+ Method 2)

0.07% - not more than 0.7 % /
Cymma npumeceit (Meroz 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: [IpoaykT coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axiouenne: OJIOBPEHO

Jara: 29.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
[MoaroroBneHo: Santesh | [Ipoeepeno: Pardeep Kumar /Ono6peno: Menemxep / -

Kumar Maurya &\ _ PykoBogutesns Manoj Kumar w B
Reprint Date: Reprint Date: Reprint Date:

Hara: 29.04.2024

Jata: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 4U 4900 2900, kax: +91 40 4900 2999, Email: maii@drraddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page3 of S/Ctp.3 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyknna®, TabneTKkH, NOKPbITHIE INIEHOYHOH 060,104K0kH, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400657

Batch Quantity / O0sem naptuu : 740.0 Kg

Analytical Report No / AHaauTu4yeckui oryer Ne :

040002501473

Date of Analysis / /IaTa ananuza: 29.04.2024

Date of Manufacture / lata npouzsojcrsa : 04/2024

Date of Expiry / Cpok roanoctu : 03/2029

Analysis performed according ND / Anann3 npoeesen no H/: I1 N011252/01-160123

10 |Uniformity of dosage

units /
OnHOpOAHOCTH Acceptance value (AV) should be not
JIO3UPOBAHHSI 1.8 more than 15.0 /
- Ibuprofen /ubynpopen [Moka3atens npuemyeMocTd (AV) nosmkeH
OBITH He Donee 15,0
- Paracetamol/ 1.7 Acceptance value (AV) should be not
napaueTaMmo more than 15.0 /
IMokazarens npueminemMocts (AV) nomxeH
ObITh He 6onee 15,0
11 |Microbiological purity /
Muxkpobuonoruyeckas
yucroTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O61wuee yucno
a’pobHBIX
MHKPOOPTaHHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1uee yucio
JPONOKEBBIX U
IUICCHEBBIX rprOOB
c) E. coli NA Shall be absent in lg / OtcyTcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axnwuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Santgsh | [Iposepeno: Pardeep Kumar /OnobpeHo: Menemxep / w/)
Kumar Maurya ( g Qt/ PykoBoautens Manoj Kumar @ %L
Reprint Date: Reprint Date: Reprint Date:

Iata: 29.04.2024 Jata: 29.04.2024 Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel, +9'L 4U 4900 2900, Fax: +91 40 4900 299Y, Emall: man@@drrzddys.com
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www.drreddys.com




Dr.Reddy’s ‘g‘

Dr. Reddy's Laboratories L td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A Paged4 of 5/ Crp. 4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabineTkd, NOKPLITHIE INIEHOYHOH 0601049K0H, 400 Mr + 325 mr
Ratch No / Cepusi Ne : V2400657 Batch Quantity / O6bem naptuu : 740.0 Kg
Analytical Report No / AnajqnTu4yeckuii oTueT Ne : Date of Analysis / Jlata ananu3a: 29.04.2024
040002501473
Date of Manufacture / laTa npousBoacrsa : 04/2024 Date of Expiry / Cpox rognoctu : 03/2029
Analysis performed according ND / Ananu3 nposeaen no HI: TI N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H;30;
KonuuectBenHoe (Ibuprofen) per tablet /
onpeeneHue 398.3 mg/398.3 mr Or 360,0 mr mo 440,0 mr C;3H;50;
(ubynpocden) B TabycTKC
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
325.69 mg /325.69 mr Or 292,5 mr mo 357,5 mr CsHyoNO;
(mapaueTamoJ) B TabneTke
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. / ITo 10 Tabnerokx B [IBX/Al
tabnetok B IIBX/Al 6muctep. [To 1 |6nuctep. [To 1, 2 nmu 20 6amcrepoB B
OnMcTepy B Mayky KapTOHHYIO |MadKy KapTOHHYIO BMECTE c
BMECTE C  HHCTPYyKIHEH 1O |MHCTPYKLHMEH [0 MPHMEHEHHUIO.
IPUMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B coorBerctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Tpu Temneparype He Bble 25 °C.
16 | Shelf life / Cpox 5 years /5 netr
TOJIHOCTH

* 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. / [IpoBoauTCs pousBogUTEIEM [IPH
BBIIYCKE MEPHOJMYECKH: ISt Kak/oi 20-0# cepuy Wi He MeHee 1 pasa B rofl. Ilokazarens MOXKET ObITh
He BKJIFOUEH B cepTH(HKAT aHAIN3a GUPMEI

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBaHuam HJI

Opinion : APPROVED
3akmaouyenne: OJOBPEHO

Prepared by /
[MoarotosneHo: Santosh

Kumar Maurya @i\

Checked by /
[Tpoeepeno: Pardeep Kumar

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

s

Reprint Date:
Jata: 29.04.2024

Reprint Date:

JHara: 29.04.2024

Reprint Date:
Hata: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxana®, TabaeTkH, NOKPHITHIE INIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400657

Batch Quantity / O6bem naptud : 740.0 Kg

040002501473

Analytical Report No / AHasuTH4ecKuii oTyeT Ne :

Date of Analysis / JlaTa ananu3a: 29.04.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok roanocrs : 03/2029

Analysis performed according ND / Anaan3 nposeaen mo HJI: [T N011252/01-160123

npoun3soautens I'JID:

API name (INN) /

Hanvenoanue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM230464 1208/23-24

Howmep cepuu npoussoaunteis ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHuun FERA00050 FERA00158

T e nhamcan A L. O PR S
API Manufactured 0y & Cuuuhy /

IIpouspogurens ADC, crpana:

Solara Active Pharma Sciences

Caitencus JInmuren, Uunus

Limited, India / Conapa DxtuB Dapma

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuiiida
®dapmacerotukanc Jltn., Uuaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

ITpumeyanue: [Ipoaykr coorBercTByeT TpeboBanusam HJI

3akmaouenue: OJIOBPEHO

Prepared by /
[ToprorosneHo:
Kumar Maurya

Checked by /
[Ipoeepeno: Pardeep Kumar

.

—

Approved by: Manager/Executive

/Onobpeno: Menemxep / @:’F’

PyxoBoautens Manoj Kumar

Reprint Date:
Hara: 29.04.2024

Reprint Date:
Jara: 29.04.2024

Reprint Date:
JlaTa: 29.04.2024
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