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CEPTUOHUKAT AHAJIM3A

Page 1 of 5/ Cr1p. 135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TadaeTku, NOKPHITHIE IJIEHOYHOH 000n04Koi, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300227

Batch Quantity / O6bem mapruu : 727.5 KG

040001759339

Analytical Report No / Ananutuyeckuii otuer Ne :

Date of Analysis / laTa anaqu3a: 13.02.2023

Date of Manufacture / [laTa npousBoacrea : Jan-2023

Date of Expiry / Cpok roguocrn : Dec-2027

Analysis performed according ND / Anaymu3 nposenen mo HJ/I: I1 N011252/01-300522

Ne Test / ITokazaTein

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KancyjnoBUAHON (POPMbI, MOKpPBITHIE
NJIEHOYHOH 0O0O0JIOUKOH OpaHXeBOro
L[BETa, C PUCKOH Ha OJHOW CTOPOHE;
Ha TIONEPEYHOM paspese — sIpo
6enoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  xancyloOBUIHOH dbopMel,
MOKPBITBIE THIEHOYHOH 06onouKoi
OpaHXEeBOro LBeTa, C PUCKON Ha ONHOM
CTOPOHE; Ha NONEPEevyHOM pa3spese — sApo
Henoro uiM no4yTH 6€J0ro UBETA.

Remarks: The Product

IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanuam HJI

conforms to ND/

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /

[ToaroroeneHo: Ramakant

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoaut

enb : Manoj Kumar M
L

Reprint Date: 13.02.2023
Hara:

Reprint Date: 13.02.2023
Hara:

Reprint Date: 13.02.2023
Hara:
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email maii@drreadys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q’!‘

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 AHAJIN3A

Page2 of 5/ Ctp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NO6ykauH®, TabNeTKH, MOKPHIThHIE M1eHOUYHOH 000J104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300227

Batch Quantity / O6bem maptuu : 727.5 KG

040001759339

Analytical Report No / Ananutuueckuii ordyer No :

Date of Analysis / laTa ananausa: 13.02.2023

Date of Manufacture / JlaTa

npou3BoAcTBa : Jan-2023

Date of Expiry / Cpok roaunoctu : Dec-2027

Analysis performed according ND / Ananu3s npoeegen no HJI: T1 N011252/01-300522

2 Identification /
IMoanHHHOCTE

Complies as prescribed/
CootsercTByeT

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 ynepKuBaHUsSI OCHOBHBIX MTUKOB

Ha XpoMaTorpaMmme UCHBITYEMOI'O
pacTBOpa JOJIKHBI COOTBECTCTBOBATH
BpEMEHAM YAEPXKHUBaHNUA IMUKOB Ha

XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB udynpodeHa u napaieramona

(pazzen «KonnuectBeHHoe
OTIpEaENEHNEY)
3 |Average tablets weight 968.7 mg / 968.7 mr 940.9 mg to 999.1 mg
Cpennas macca (970.0 mg = 3%) /
TabJeTok Or 940,9 wmr go 999,1 MI

(970,0 mr =+ 3 %)

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYyeT TpeboBanusam HJI

Opinion: APPROVED
3akaouenue: OJJOGPEHO

Prepared by /
ITonroroBneno: Ramakant

Checked by /
IIposepeHo: Pardeep Kumar

4

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoaut

esb : Manoj Kumar j

Reprint Date: 13.02.2023
Jara:

Reprint Date: 13.02.2023

| Hara:

Reprint Date: 13.02.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 3 of 5/ Ctp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6yxaun®, TabaeTku, NOKpbHIThIE IEHOYHOI 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300227 Batch Quantity / O6bem maptum : 727.5 KG
Analytical Report No / AHannTndeckuii oryer Ne : Date of Analysis / lata avann3a: 13.02.2023
040001759339

Date of Manufacture / lata npousBoactea : Jan-2023 |Date of Expiry / Cpok rogaoctu : Dec-2027

Analysis performed according ND / Anann3s nposenen mo HJI: ITN011252/01-300522

4 |Disintegration / 05 min /05 mMu Not more than 30 minutes /
Pacnanaemocts He Gonee 30 MUH

5 |Dissolution / Not less than 70% (Q) CisH;30,
PacteopeHHe 98 % to 101% (Tbuprofen) dissolved in 30 minutes /

He wMenmee 70 % (Q) CiHis0
(ubynpogen) uepes 30 MuH

Not less than 70% (Q) CsHoNO;
96% to 99 % (Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO»
(napaueramon) yepes 30 MUH

6 [Related substances / 4-aminophenol (paracetamol impurity) /
PoncTeeHHble npumecu 0.0002 % 4-amunodeHon (IpuMech Mapaneramona)
Method 1/ Metog 1 - not more than 0.005% /

He 6osiee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / Jlwobag epuHuvHas
NPHUMECH (nbynpodena 10107

napaueramona) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.04% Cymma mpumeceii (Meroa 1 + Meton 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: ITpoaykr cootBeTcTBYeT TpeGopanuam HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IoaroTosneno: Ramakant | Ilpoeepeno: Pardeep Kumar /Ono6peHo:Menemxep/Pykosoaur
d" _ esb : Manoj Kumar J
%U,Uv v o Yool
Reprint Date: 13.02.2023 Reprint Date: 13.02.2023 Reprint Date: 13.02.2023
Jara: Hara: Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page4 of 5/ Crp.4u3 s

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabneTkH, NOKPLITHIE NJAeHOYHOIl 060/049K0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2300227

Batch Quantity / O6bem maptuu : 727.5 KG

040001759339

Analytical Report No / Ananurnyeckuii oryer Ne :

Date of Analysis / lata ananuza: 13.02.2023

Date of Manufacture / lata npouszBoacrpa : Jan-2023

Date of Expiry / Cpok roauocr : Dec-2027

Analysis performed according ND / Anaju3 npoBeaen mo HJI: [1N011252/01-300522

a) Total aerobic
microbial count /
O6uiee uncio
a3pobHBIX
MUKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Ob1iee uucno
JIPOXKIKEBBIX U
IIJIECHEBBIX TPUOOB

c) E. coli

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

Less than 5 CFU/g /
Menee 5 KOE/r

Absent / OTcyTcTBYET

7 |Water/Bojna 1.5% Not more than 5.0% /
He 6oaee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.9 more than 15.0 /
OnHopoxHOCTh IMokazartens npuemsieMoctd (AV) AODKEH
JO3UpOBaHUsA ObITh He Donee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.9 more than 15.0/
- Paracetamol/ IToxazatens npuemyieMocTH (AV) A10KeH
napaueTamMmo ObITH He Oonee 15,0
9 [Microbial limits /
Mukpobuonorndeckas
YUCTOTA

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 / OrcyrcTBHe B
Ir

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBerctByeT TpeboBaHusaM HJI

Opinion: APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
[Noarorosieno: Ramakant

Aol

Checked by /
ITpoBepeno: Pardeep Kumar

——

Approved by: Manager/Executive
/O no6peHo:Menemkep/Pykooaut
enb : Manoj Kumar

L

Reprint Date: 13.02.2023
Jara:

Reprint Date: 13.02.2023
Jlara:

Reprint Date: 13.02.2023
Jara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 5 of 5/ C1p. 5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxauu®, TabJeTKH, NOKPbIThIE JIEHOYHO#H 0001049K0i1, 400 Mr + 325 mr
Batch No / Cepus Ne : V2300227 Batch Quantity / O6bem naprum : 727.5 KG
Analytical Report No / AHanuTHueckHii oTdeT Ne : Date of Analysis / JaTa ananusa: 13.02.2023
040001759339
Date of Manufacture / JlaTta npoussoacrsa : Jan-2023 |Date of Expiry / Cpok roanocrn : Dec-2027
Analysis performed according ND / Anaau3s nposenen mo HJI: [1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of CpiHiOx
Konnuecreennoe 394.5 mg/394.5 mr (Tbuprofen) per tablet /
onpeaesieHne Ot 360,0 Mr mo 440,0 mr C;3His0,
(udynpoden) B TabneTke
2925 to 3575 mg of CiHoNO,
320.63 mg/ 320.63 mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CgHoNO,
(napaiietamon) B TabyeTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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 [IBX/Al
tabnetok B [IBX/Al 6nuctep. Ilo 1 |6muctep. Mo 1, 2 unu 20 6amcTepos B
OnncTepy B NavykKy KapTOHHYIO |mauky KapTOHHYIO BMECTe c
BMECTE C MHCTPYKIHEH HHCTPYKIHEH 10 IPUMEHEHHIO.,
M0 NPUMEHEHHUIO,
12 | Labeling / Mapkuposka| According to ND. / B coorercTuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe ITpu TemMneparype He Bbiie 25 °C.
14 | Shelf life / Cpoxk 5 years /5 ner
rOIHOCTH

Remarks: The Product conforms to ND/
Ilpumeuanue: IIpoaykr cooTBeTcTBYeET TpebGoBaHuaM HJT

Opinion: APPROVED
3akmouenune: OJJOGPEHO

Prepared by /
IogrorosneHo: Ramakant

e

Checked by /
IIpoeepeno: Pardeep Kumar

o=

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoaur

enb : Manoj Kumar
ool

Reprint Date: 13.02.2023

Reprint Date: 13.02.2023

Reprint Date: 13.02.2023
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