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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Page1 of 5/Ctp.1 m35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxkanu®, TabieTKH, MOKPBLIThIE IUIEHOYHOH 060104K0i1, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400663

Batch Quantity / O6bem naptuu : 764.3 Kg

040002502801

Analytical Report No / AHanurndeckuii oryer Ne :

Date of Analysis / lata ananu3a: 29.04.2024

Date of Manufacture / lata npoussoacrsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Ananus nposeaen mo HJI: TI N011252/01-160123

Ne | Test / Iloka3aTean

Results/ Pe3yabTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KaIrCyJOBHIHOW (OPMBI, MOKPBITHIE
IUICHOYHOH 060710YKOH OpaHXeBOro
L[BETa, C PUCKOH HA OJHOH CTOpOHE;
Ha TOMEpPEeuHOM paspese — SApo
6enoro ygera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabnieTku
KancyJloBUAHOH  HOpMBI,  TOKPBIThIE
IUIEHOYHOH  000NOYKOH  OpaHkeBOro
[{BETa, C PUCKOH Ha ONHOW CTOpOHE; Ha
MIONIEPEYHOM pazpese — AApo Oeyoro uinu
MoYTH OeJIoro LBETA.

2 |Identification /
ITopnuHHOCTE

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 ynepiBaHHS OCHOBHBIX MHKOB

Ha XpoMaTtorpamme UCIIBITYEMOI'O
pacTBOpa JOJIKHBI COOTBETCTBOBATH
BpEMEHaM YACpXKUBaAHUA MMUKOB Ha

XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa u mnapaneramorna

IIpumeuanmne: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJL

3aknuenne: OJOBPEHO

(pazzen «KonuuectBeHHOE
onpeeNICHHEY)
3 |Average tablets weight 964.7 mg / 964.7 Mmr From 9409 mg to 999.1 mg
CpenHnsis Macca (970.0 mg+3.0 %) /
TabJIeTOK Or 9409 wmr gmo 9991 MT
(970,0 mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
[Togrorosneno: Santosh
Kumar Maurya Q«;

S

Checked by /
[IpoeepeHo: Pardeep Kumar

-

—

Approved by: Manager/Executive
/Opobpeno: Menemxep /
Pyxosoautens Manoj Kumar

Reprint Date:
Hara: 29.04.2024

Reprint Date:
Hara: 29.04.2024

Reprint Date:
Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 48 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

S
Dr, Reddy’s ‘.... Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A Page2 of 5/Crp.2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoykaun®, TabaeTkH, NOKPHITHIE ILIEHOYHOMH 0060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400663 Batch Quantity / O6bem napthn : 764.3 Kg
Analytical Report No / AHasinTu4Yecknii oTder No : Date of Analysis / /laTa anannsa: 29.04.2024
040002502801
Date of Manufacture / lata npouszBogctsa : 04/2024 Date of Expiry / Cpok rogaoctu : 03/2029
Analysis performed according ND / Ananun3s nposeaen mo HJI: [1N011252/01-160123
4 |Disintegration / 08 min 03 sec / 08 mun 03 cex  [Not more than 30 min /
Pacrianaemoctsb He 6ornee 30 MuH
5 |Dissolution / 97 % To 102 % Not less than 70% (Q) of CiHi30:
PaCTBOpeHHC (Ibuprofen) after 30 min /

He w™enee 70 % (Q) CisHisO2
(nbynpooden) yepes 30 MuH
101 % to 105 % Not less than 70% (Q) of CgHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q) GCsHolNO;
(mapaneramoun) yepes 30 MUH
4-aminophenol (paracetamol impurity)

6 |Related substances /

PoncTBeHHbBIE TPHMECH 0.001% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHObeHOI (TpUMECh MapaleTamoia)
- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meton 2 0.04 % Jrobas eIMHNYHAs npUMech
(ubynpodena wim mnapaueramosna) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.07 % - not more than 0.7 % /

Cymma npumeceii (Meron 1 + Metoz 2)
- He bonee 0,7 %

9 |Water/Bona 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Iponykr cootercryet Tpefosannsam HII | 3akmodenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[ToaroToBneHo: Santgsh | [Ipoepeno: Pardeep Kumar | /Omobpeno: Menemxkep /
Kumar Maurya i Q&f PykoBoauTtens Manoj Kumar@'-“p

Reprint Date: Reprint Date: Reprint Date:
Hara: 29.04.2024 JHara: 29.04.2024 JlaTa: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Page3 of 5/ Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkama®, Ta6aeTKH, DOKPHITHIE ILIEHOYHOIH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400663

Batch Quantity / O6bem naptuu : 764.3 Kg

Analytical Report No / AHajuTHYecKHi oTyeT No :
040002502801

Date of Analysis / Jlata ananu3a: 29.04.2024

Date of Manufacture / lata npousBoactsa : 04/2024

Date of Expiry / Cpok roanoctu : 03/2029

Analysis performed according ND / Ananu3 nposegen mo HJ/I: TI N011252/01-160123

a) Total aerobic
microbial count /
OO01ee yucno
a3pobHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ ObLuee yucio
JIPOXOKEBBIX U
TJIECHEBBIX IPUbOB

¢) E. coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 05 CFU/g/
Menee 05 KOE/r

Absent in 1g/ OTcyTcTBYET B 1T

10 |Uniformity of dosage
units /
OnHOpoOHOCTD Acceptance value (AV) should be not
JO3HPOBAHHUS 1.2 more than 15.0 /
- Ibuprofen /ubynpocden [Toka3arens npuemiaeMoctu (AV) nomkeH
OBITE He Oostee 15,0
- Paracetamol/ 1.2 Acceptance value (AV) should be not
napareTaMmon more than 15.0 /
TToxazaTtens npuemiemocty (AV) 1omxeH
OBITh He Ooee 15,0
11 [Microbiological purity /
Muxpobuonoruyeckas
yucrora*

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

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

Shall be absent in lg / OTcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuyanue: [Ipoaykt coorBeTcTByeT TpeboBanusMm HJL

Opinion : APPROVED
3axawuenue: OJOBPEHO

Prepared by /
[ToarotoeneHo: Santosh
Kumar Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive

/OnobpeHo: Menemxep / ‘a u—fﬂ

PykoBoautens Manoj Kumar

Reprint Date:
Hata: 29.04.2024

Reprint Date:

JHarta: 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 4500 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CiN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A Page4 of S/ Crp. 4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyxanu®, TaG1eTKH, IOKPBITHIE MIEHOYHOI 060104K0i, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2400663 Batch Quantity / O6bem naptuu : 764.3 Kg
Analytical Report No / AnajmuTaueckuii oTyer Ne : Date of Analysis / lara agaausa: 29.04.2024
040002502801
Date of Manufacture / /lata npoussoacrsa : 04/2024 Date of Expiry / Cpox rognoctn : 03/2029
Analysis performed according ND / Anann3 nposegen mo H/I: TI N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3H;50;
KonuyecTBeHHOE (Ibuprofen) per tablet /
ornpejeneHue 393.0 mg/393.0 Mr Ot 360,0 mr pmo 440,0 mr C;3sH;50,
(ubynpoden) B TabneTke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
324.94 mg /324.94 mr Or 292,5 mr go 357,5 mr CgHoNO;
(nmapauieramon) 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 tabnerok B TIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6auctep. Ilo 1, 2 umu 20 GnucrepoB B
6nucTepy B MAuky KApTOHHYKO |Mauky KapTOHHYIO BMECTE c
BMECTe C  HMHCTPYKIMEH MO |HHCTPYKLHEH 1O MPUMEHEHHIO.
IPUMEHEHHMIO.
14 | Labeling / MapxupoBka| According to ND. / B coorBercTeuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue [Ipu Temneparype He Bblie 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
rOIHOCTH

* 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 nIpou3BOAUTENIEM MTPH
BEIIIYCKE MEPHOJUYECKH: A Kax Aol 20-0i cepuu i He MeHee 1 pasa B roj. [lokazaTenb MOXeET OBITh
HE BKJIIOYEH B CepTH(UKAT aHan3a HHUPMBI

Remarks : The Product conforms to ND/
IIpumevanne: ITponykT coorBercTByet TpeboBanusam HJI

Opinion : APPROVED
3akuarouenue: OJJOBPEHO

Prepared by /
[Toproroeneno: Sant
Kumar Maurya

&

Checked by /
[Tpoepeno: Pardeep Kumar

P

foss

osh

Approved by: Manager/Executive

/Onobpeno: Menemxep / M

PykoBoautens Manoj Kumar

Reprint Date:
Hara: 29.04.2024

Reprint Nate:
Hara: 29.04.2024

Reprint Nate
Jlara: 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 4300 2999, Email: maii@drraddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

PageSof 5/ Crp.5u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxknun®, TabieTKH, NOKPBITHIE I1eHOYHOH 060104K0if, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400663

Batch Quantity / O6bem naptun : 764.3 Kg

040002502801

Analytical Report No / AnanuTuuecknii oryer Ne :

Date of Analysis / [laTa ananu3za: 29.04.2024

Date of Manufacture / Jlata npousBoacrna : 04/2024

Date of Expiry / Cpok rogaoctu : 03/2029

Analysis performed according ND / Anaan3s nposeaen nmo HJI: [1N011252/01-160123

npoussoautess 'JID:

API name (INN) /

Hanvenonanue A®C (MEH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon

APImanufacturer batch number / PIBM230464 1167/23-24, 1208/23-24
| Homep cepun npounssoautens ADPC:

FP Manufacturer API Batch number /

Homep cepun cyGcTannuu FERA00050 FERAO0008S, FERA00158

API Manufacty

ured by & country/
ITpousBoautess ADC, crpana:

Solara Active Pharma Sciences

T imited
LATILCU, 100Ul

Catiencus JInmurten, Uaaus

I U

India / Conapa Oxrue @apma

Sri Krishna Pharmaceuticals Ltd.,
India / Upu Kpumna
®dapmacstoTrkanc JIta., Uuaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axnwuenue: OJJOBPEHO

Prepared by /
[Togroroeneno: Santosh

Kumar Maurya \
*

Checked by /
[TpoeepeHo: Pardeep Kumar

f

=

Approved by: Manager/Executive

/OnobpeHo: Menemxep / Q I

Pykosoautens Manoj Kumar

-eprint Date:
Hara: 29.04.2024

Reprint Date;
Jara: 29.04.2024

Reprint Date:
Jara: 29.04.2024
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