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CERTIFICATE OF ANALYSIS
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CEPTUDPUKAT AHAJIU3A

Page 1 of 5/ Crp.1u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanH®, TabeTkKH, TOKPbIThIE MJIEHOUHOH 060/104Ko0ii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2300209

Batch Quantity / O6bem naptun : 760.0 KG

040001757478

Analytical Report No / AHanuTH4YecKkuii oTder Ne :

Date of Analysis / JIlara ananm3a: 10.02.2023

Date of Manufacture / /lata npou3soactsa : Jan-2023

Date of E

xpiry / Cpok roasoctn : Dec-2027

Analysis performed according ND / Ananu3s nposeged mo HJ: IIN011252/01-300522

Ne |Test/ Hokazarean

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Omiicanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabaeTku
KarncyjaoBUAHON (OPMbL, MOKPBITHIE
TIJICHOUHOH 000J104KOi OpaHXKEBOTO
1[BET4, C PUCKON Ha OJHON CTOPOHE;
Ha TIOMEPEYHOM pa3pese PO
Oeloro nBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn KarcyJoBHAHOH bopMbl,
TIOKPBITBIC NeHOYHOH obonoukoii
OpaHKEeBOTO 11BETa, C PUCKOH Ha OZHOH
CTOpOHE; Ha MONEPEYHOM pa3pese — sapo
0enoro UM novTH Oenoro uBeTa.

Remarks: The Product conforms to ND/
IIpumeuanmne: [Ipoaykr coorBercTByeT TpeboBaHusam HJI

Opinion: APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
[Toarorosneno: Naresh

Kumar é

—

Checked by /
[TposepeHo: Pardeep Kumar

il

Approved by: Manager/Execulive
/Ono6peHo:MeHemxep/PykoBoaut
enb : Amit Kumar

e

Reprint Date: 10.02.2023
Jara:

Reprint Date: : 10.02.2023
Hata:

Reprint Date: : 10.02.2023
Jlarta:
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CEPTUDPUKAT AHAJIN3A

Page 2 of 5/ Ctp.2 m3 5

Product: Ibuclin, film-coated tablets, 400 mg -+ 325 mg
. |A6ykanu®, Ta6aeTKH, NOKPBITbIE IJIeHOYHOH 0601049K0M, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2300209

Batch Quantity / O6bem naprumu : 760.0 KG

040001757478

Analytical Report No / Anaautuyecknii oTder No : Date of Analysis / /laTa ananmsa: 10.02.2023

Date of Manufacture / Jlata npoussoactsa : Jan-2023 [Date of Expiry / Cpok roanocrn : Dec-2027

Analysis performed according ND / Ananns nposeaen no H/: [1N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TopTMHHOCTE CooTBeTCcTBYET 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 ynep>K1BaHUsI OCHOBHBIX ITHKOB
Ha XpoMaTtorpamme HCTBITYEMOTO
pacTBOpa  JOMKHBl  COOTBETCTBOBATD
BpeMEHaM  yIepXUBaHHs THKOB Ha
XpomarorpaMMe pacTBOpa CTaHAApPTHBIX
obpa3zuoB ubynpodeHa ¥ napaueramosa

(paznen «KonuuecTseHHOE
oTipeneNieHne»)
3 |Average tablets weight 967.4 mg/ 967.4 mr 940.9 mg to 999.1 mg
CpenHss Macca (970.0 mg £+ 3%) /

TabJIeTOK Or 9409 wMmr g0 9991 MT
(970,0 mr + 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: Ipoaykr cooteetcTByeT TpeboBanusm HJL 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exocutivo
[MoarorosneHo: Naresh [Mposepeno: Pardeep Kumar /O po6peno:Menenxep/PykoBoaut
Kumar enb : Amit Kumar
@ (.__i/— F(c:\\,—

— & /
Reprint Date: 10.02.2023 Reprint Date: : 10.02.2023 Reprint Date: : 10.02.2023
Hara: Jara: Hara:
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Page3of 5/ Crp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, TabieTKu, NOKPbITHIE IIEHOYHO# 060.104KO0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300209 Batch Quantity / Oobem naptuu : 760.0 KG
Analytical Report No / Ananutudecknii otuer No : Date of Analysis / [lara anann3a: 10.02.2023
040001757478

Date of Manufacture / Jlata nponssoactsa : Jan-2023 [Date of Expiry / Cpok roanoctu : Dec-2027

Analysis performed according ND / Anasnu3 nposejen mo HJI: [T N011252/01-300522

4 |Disintegration / 07 min / 07 mu Not more than 30 minutes /
Pacnanaemocts He Gonee 30 muH

5 |Dissolution / Not less than 70% (Q) CiHisO;
PacTBopeHHe 98 % to 100% (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3HizOq
(ubynpoden) yepes 30 muH

Not less than 70% (Q) CsHoNO,
98% to 100 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO,
(napaueramon) uepes 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PozCTBEHHbIE TPUMECH 0.0002 % 4-amynodeHon (mpuMech napaieramMmona)
Method 1 / Meton 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eauHUYHas
NPUMECH (ubynpodeHna WM

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

Total impurities (Method 1+ Method 2) /
0.04% Cymma npumeceit (Merox 1 + Meton 2) -
not more than 0.7% / He Gonee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanue: [Tpoaykt coorserTcTByeT TpeGosanuam HJI 3axmouenne: OJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive
INoarotopneHo: Naresh [TpoBepeno: Pardeep Kumar /Ono6peHo:MeHexep/PykoBoauT
Kumar - efb : Amit Kumar

(e . T
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Dr. Reddyv's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND{A
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page4 of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabJIeTKH, NOKPbITbIE MJ1eHOYHOii 000104K0H, 400 mr + 325 mr
Batch No / Cepus Ne : V2300209 Batch Quantity / Oobem napruu : 760.0 KG
Analytical Report No / Anaautudeckuii oryet No : Date of Analysis / JlaTta ananusa: 10.02.2023
040001757478
Date of Manufacture / lara npousBogctsa : Jan-2023 |Date of Expiry / Cpok roanoctu : Dec-2027
Analysis performed according ND / Auanu3 nposexer no HJI[: 1 N011252/01-300522
7 |Water/ Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.5 more than 15.0/
OnHOpPOLHOCTD [TokazaTesib pueMneMocTy (AV) noskeH
JIO3UPOBaHUS OwITb He bosee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.5 more than 15.0/
- Paracetamol/ IToxazatens mpuemiaeMocTu (AV) nomxeH
napawueramor 6bITh HE Oonee 15,0
9 |Microbial limits /
Mukpobuonoruueckas
YUCTOTA
a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
microbial count / Memnee 10 KOE/T He 6osee 1000 KOE/r
O61uee 4ucio
a>poOHBIX
MHKPOOPraHU3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Obiiee 9ucno
JIPONOKEBBIX U
TUIECHEBBIX rpUbOB
¢) E. coli Absent / OTCyTCTBYET Shall be absent in lg / OtcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanue: [Tpoaykt cootBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Naresh

Kumar
(i

-

Checked by /
[TpoBepeno: Pardeep Kumar

i

/On06peHo:Menemxep/PykoBoanuT

Approved by: Manager/Executive

enb . Amit Kumar

PG e
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Reprint Date: 10.02.2023
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Dr. Reddy's Laboratories Ltd.
formulation Unit-6

Viil. Khol, Naiagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDjA
Tel : +91 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 5 of 5/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabJeTKH, MOKPBITbIE MIEHOYHOH 060J104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300209

Batch Quantity / O6bem naprtuu : 760.0 KG

040001757478

Analytical Report No / AnanuTnueckuii ordyer Ne :

Date of Analysis / [lata anaausa: 10.02.2023

Date of Manufacture / /lata npouszBoactsa : Jan-2023

Date of Expiry / Cpok roanoctn : Dec-2027

Analysis performed according ND / Ananu3 npoeaen no HJI: I1N011252/01-300522

blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. [To 1
OmacTepy B Nauky KapTOHHYHO
BMECTE ¢ HHCTPYKLIHEH

M0 IPUMEHEHHIO.

10 |Assay/ [360.0 to 440.0 mg of C;3HiO:
|Kon14quTBeHHoe 396.1 mg/396.1 Mr (Ibuprofen) per tablet /
|0npeﬂeneHne Or 360,0 mr go 440,0 mr C;3H;gO;
(woynpoden) B TabneTke
29025 to 3575 mg of CsHoNO,
323.09 mg/ 323.09 mr (Paracetamol) per tablet /
Ot 292,5 mr pmo 357,5 mr CgHoNO;
(maparieTamon) B TabneTke
11 | Package / Ynakoska 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / [1o 10 Tabnerok B [IBX/Al
6nuctep. Ilo 1, 2 nnn 20 GnuctepoB B
nauky KapTOHHYIO BMecTe c
HHCTPYKIMEH 10 MPUMEHEHHUIO.

12 | Labeling / MapkupoBka| According to ND. / B coorserctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue I1pu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
TOQHOCTH

Remarks: The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo: Naresh

Kumar é

Chccked by /
[IporepeHo: Pardeep Kumar

Approved by: Manager/Exceutive
/Ono6peHo:Menexep/PykoBogMT
enb : Amit Kumar
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