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

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 1 of 5/ Crp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykana®, TabiaeTkH, NOKPLITLIE NIeH04YHOoH 060/104KOM, 400 mr + 325 mr

Batch No / Cepust Ne : V2300167

Batch Quantity / O6bem naptuin : 727.5 KG

040001741888

Analytical Report No / Araaurndeckuii otuer No :

Date of Analysis / laTa anaJsnza: 30.01.2023

Date of Manufacture / JlaTa nponzgoacrsa : Jan-2023

Date of Expiry / Cpox roauocts : Dec-2027

Analysis performed according ND / Anann3 nposegen no HJI: T1 NO1 1252/01-300522 B

No Test / [Toxa3zaTenanb

Results/ Pe3yibTaThbl

[ Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTkn
KancyJloBUAHOH (OpMBI, TOKPhITHIE
NJEHOYHOH 00O0NOUKOH OpaHXKeBOro
L[BETa, C PUCKOH HA OJHOM CTOPOHE,
Ha nomepeyHoOM paspese — sapo
Oenoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTtkn  KancynoBHIHOW tdhopMbl,
NOKPBITHIE MJIEHOYHON o0oso4Koi
OpaHXeBOro 11BeTa, ¢ PUCKOW Ha OIHOM
CTOpOHE; Ha MONEPEYHOM paspese — sapo
£eJIoro Wi Moyt 6enoro LBera.

Remarks : The Product conforms to ND/
IMpumedanue: [IpoaykT cooTseTcTBYET TpedoBaHusAM HJI

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Prepared by /
[oxrorosneno: Pardeep

Kumar Cﬁ/

Checked by /
ITposepeno : Himesh Kumar

QA/.D

(¢}

Approved by: Manager/Executiv
/Ono6peno:Menemxep/PykoBoaut

enb : Manoj Kumar \
f Lt

Reprint Date: 30.01.2023
Jara:

Reprint Date: 30.01.2023
Jarta:

Reprint Date: 30.01.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 2 of 5/ Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGoykanH®, TabJ1eTKH, NOKPbIThIE MJ1eHOYHOIl 000104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300167

Batch Quantity / Oobem napruu : 727.5 KG

040001741888

Analytical Report No / AHandTHYeckHii oTueT No :

Date of Analysis / /IlaTa ananuza: 30.01.2023

Date of Manufacture / JlaTa npou3BoacTsa : Jan-2023

Date of Expiry / Cpok roanoctn : Dec-2027

Analysis performed according ND / Auasu3 nposenen no H/1: TI N011252/01-300522

2 Identification /
[ToanHHOCTL

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 yepKuBaHHsl OCHOBHBIX [THKOB
Ha XpoMaTorpamme UCTIBITYEMOTO
pacTBOpa  JO/DKHBI ~ COOTBETCTBOBATH
BpeMeHaM  YAepXKUBaHWA [HUKOB Ha
XpoMmarorpaMme pacTBopa CTaHIAPTHBIX
obpasuo nbynpodeHa ¥ napaneramona
(paznen «KonuyecTBeHHOE
ornpeac/ieHue»)

Cpennsis macca
TabJIeTOK

3 |Average tablets weight

972.2mg/972.2 Mr

940.9 mg to
(970.0 mg £ 3%) /

Ot 940,9 MI no
(970,0 Mmr = 3 %)

999.1 mg

9991 M

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHUsIM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[ToarotoBneHo: Pardeep

Kumar ﬁ
—

Checked by /
[Tposepeno : Himesh Kumar
= =
5

Approved by: Manager/Executive
/O no6peHo:Menemxep/PykoBoaur

enb : Manoj Kumar
%}7 (it

Reprint Dale: 30.01.2023
Jara:

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page3 of 5/ Crp.3 u3z 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TadaeTki, NOKPbITHIE IIEHOYHOI 000J104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300167 Batch Quantity / O6bem naptum : 727.5 KG
Analytical Report No / AHannTHueckuii oTuer Ne : Date of Analysis / JlaTa ananuza: 30.01.2023
040001741888

Date of Manufacture / JlaTa npousBoacrea : Jan-2023 |Date of Expiry / Cpok roanocti : Dec-2027

Analysis performed according ND / Ananmns nposenen mo HJI: 1T N011252/01-300522

4 |Disintegration / 06 min /06 Mu Not more than 30 minutes /
Pacnanaemocts He 6onee 30 miiH

5 |Dissolution / Not less than 70% (Q) CisHis0-
PacreopeHue 96 % to 105 % (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3sHis0;
(udynpoden) uepes 30 muH

Not less than 70% (Q) CsHoNO»
96% to 104 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napauetamout) uepes 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoacTeenHble npumecu 0.00005 % 4-amuHOPeHON (IIPUMECh NapaueTamona)
Method 1/ Meton 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHH4Hasd
npUMech (nbynpodena WIH

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

Total impurities (Method 1+ Method 2) /
0.03% Cymma npumeceit (Meron 1 + Metogn 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBaHusaM HII 3axodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Noaroroeneno: Pardeep [IpoBepeno : Himesh Kumar /Onobpeno:Menemxep/PykoBoaur
Kumar enb : Manoj Kumar

OL{_ C:aé/ﬂ b ta/) :
Reprint Date: 30.01.2023 Reprint Date: 30.01.2023 Reprint Date: 30.01.2023
Hara: JHara: Hara:
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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page4 of 5/ Crp. 4 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanu®, TabneTkH, NOKPbIThIE NJIeHOUHOM 000J104K0i1, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300167

Batch Quantity / O0bem naprunu : 727.5 KG

040001741888

Analytical Report No / Anaantudyecknii otuer Ne :

Date of Analysis / lata anaauza: 30.01.2023

Date of Manufacture / laTa npousgoacrsa : Jan-2023

Date of Expiry / Cpok roanocrti : Dec-2027

Analysis performed according ND / Anaan3 nposegen mo HJI: 11 N011252/01-300522

a) Total aerobic
microbial count /
OO61ee uncio
a3pOoOHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Obliee yucno
JAPO}OKEBBIX U
TJIECHEBBIX TPUOOB

¢) E. coli

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

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

Absentin 1g/ OtcyTcTBYeT B IT

7 |Water/Bona 1.4 % Not more than 5.0% /
He Gonee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.8 more than 15.0/
OJHOPOJHOCTD [ToxazaTtens npuemneMoctd (AV) nosxen
JO3UPOBaHNs ObITh He bosiee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0/
- Paracetamol/ [Toxazatens npuemneMoctd (AV) nomken
napaneTamoll ObIThL He Oonee 15,0
9 |Microbial limits /
Mukpobuonorudeckas
YUCTOTA

Not more than 1000 CFU/g /
He Gonee 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/
ITpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBanUaM HJT

Opinion : APPROVED
3akmwouenne: OJIOBPEHO

Prepared by /
[Toarotosneno: Pardeep

Kumar ‘ [

Checked by /
[Tpoepeno : Himesh Kumar

csl—/"fb

Approved by: Manager/Executive
/OnobpeHo:Menenxep/PykoBoanuT

enb : Manoj Kumar
sl

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Jlata:
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Dr.Reddy’s ‘°:0

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 5 of 5/ Crp. 5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

HOoykAnH®), TabaeTKH, HOKPBLITHIE JeH04YHO0il 060J049K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300167 Batch Quantity / Oonem maprum : 727.5 KG
Analytical Report No / AHanuTH4Yeckuii oTyer Ne : Date of Analysis / JlaTa ananusza: 30.01.2023
040001741888

Date of Manufacture / /lata nponssoacrsa : Jan-2023 [Date of Expiry / Cpok rognoctu : Dec-2027

Analysis performed according ND / Anaauz nposeaen no HJI: 1 N011252/01-300522

10 |Assay/
KonnyecTreHHoe 394.6 mg/ 394.6 mr
ornpenenexnue

325.89 mg/325.89 mr

(Ibuprofen) per tablet /

Or 360,0 mr po 440,0 mMr C;3H;zO»
(ubynpoden) B Tabnetke

2925 to 3575 mg of CsHoNO;
(Paracetamol) per tablet /

Or 2925 mr go 357,5 mr CsHoNO»
(napauertaMost) B TabneTke

360.0 to 4400 mg of CiH;30|

11 | Package / YmakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnetok B [IBX/Al 6nucrep. Mo 1
OaMcTepy B HauyKy KapTOHHYFO
BMECTE C HHCTPYKL et

110 NPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnetox B [IBX/Al
6mucrep. Ilo 1, 2 unu 20 Gnucrepos B
navky KapTOHHYIO BMecCTe c
HUHCTPYKUUEH 110 IPUMEHEHHUIO,

12 | Labeling / Mapkuposka| According to ND. / B cooteerctuy ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeuue Ilpu Temnepatype He Bbiiue 25 °C.

14 | Shelf life / Cpoxk 5 years /5 ner
rOIHOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeGopanuam HJL 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Pardeep [IposepeHo : Himesh Kumar /Onobpeno:Menemxep/PykoBoaur
Kumar ._ ('___‘5__1/—/’/:‘ enb : Manoj Kumar '
Reprint Date: 30.01.2023 Reprint Date: 30.01.2023 Reprint Date: 30.01.2023
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