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Page 1 of 5/ Cr1p. 1 u3 5

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

Hoykaun®, rabierku, HOKPLITHIE L1EHOYHO obo104Koi, 400 mr + 325 mr

Batch No / Cepust Ne : V2300169

Batch Quantity / O6bem napruu : 727.5 KG

040001745037

Analytical Report No / Ananutuyeckuii oruer No :

Date of Analysis / laTa ananmza: 31.01.2023

Date of Manufacture / Jarta n

pousBojacTEa : Jan-2023

Date of Expiry / Cpok roanoctu : Dec-2027

Analysis performed according ND / Anasiu3s nposegen o HJI: [T N011252/01-300522

Ne ] Test / Tlokazarenn

Results/ PesyanTaTsl

| Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-

1BeTa, C PUCKOH Ha OOHOH CTOPOHE;
Ha 1IOMepevHOM paspese A0pO
0eJoro 1BeTa.

(Capsule-like orange-coloured film-coated

coated one-side scored tablets; on|one-side scored tablets;
cross section - white core. /Ta6netkn |on cross section- white or off-white core. /
KancysaoBuAHoH dopmsl, mokpeiThie| TadbneTku KarncynoBHAHOI bopmbi,
NJIEHOYHON 000/104KOH OpaHKEBOro|MOKpPBITHIE JIEHO4HOM oBono4Ko#H

OpPaHXeBOIo LBETa, C PHUCKONH Ha OFHOM
CTOPOHE; Ha MONEPEUHOM pa3pese — sapo
6enoro unu nouty 6enoro 1BeTa.

Remarks: The Product confo

Hpumevaune: [poaykr cootBeTcTBYeT TpeGoBaHusM HJl

rms to ND/

Opinion: APPROVED
3akmoyenue: OJIOBPEHO

Prepared by /
[ToarorosneHo: Pardeep

Kumak
= —

—

Checked by /
IMTpoeepeno: Himesh Kumar
C\\\ P b :

i

Approved by: Manager/Executive
/O nobpeno:Menenxep/PykoBoaut

Manoj Kumar

Reprint Date; 31.01.2023
Hara:

Reprint Date: 31.01,2023
Hara:

Reprint Date: 31.01.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page2 of 5/ Crtp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, TabneTkn, MOKPhITHIE MIEH04HOI 000104Ko0ii, 400 Mr + 325 mr

.

Batch No / Cepus Ne : V2300169

Batch Quantity / O6bem maptuu : 727.5 KG

040001745037

Analytical Report No / AHanuTnueckmii otueT No :

Date of Analysis / /laTa ananu3za: 31.01.2023

Date of Manufacture / Jlata npon3sojersa : Jan-2023

Date of Expiry / Cpok roasoctu : Dec-2027

Analysis performed according ND / Ananus nposeaen no HJI: I1 N011252/01-300522

2 Identification /
[TognuuHOCTH

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 ynepx1BaHHs OCHOBHBIX MTHKOB

Ha XpomartorpamMmme UCIIBITYEMOTO
pacTBoOpa JOJIXKHBI COOTBCTCTBOBATH
BpEMEHaM YACPXKHUBAHWUA NUKOB Ha

XpOMAaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasnos udynpogena n mapaneramona

Cpennsig macca
TabneTok

(paznmen «KonmnuecTBeHHOE
OIIpeseICHUEY)
3 |Average tablets weight 970.1 mg/970.1 Mr 940.9 mg to 999.1 mg

(970.0 mg + 3%) /
Or 940,9 Ml  JO
(970,0 Mr + 3 %)

999.1 MT

Remarks: The Product conforms to ND/
ITpumeuanne: Ipoayxr coorBeTcTBYET TpeboBaHusim HJT

Opinion: APPROVED
3akaruenue: OJIOGPEHO

Prepared by /
Ioarotosneno: Pardeep

Kumar
<L

—

Checked by /
[TpoepeHo: Himesh Kumar

=]

o —

Approved by: Manager/Executive
/Onobpeno:Menemkep/PykoBoauT

enb : Manoj Kumar /
L

Reprint Date: 31.01.2023
Jara:

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Page3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabJeTKH, TOKPLITHIE [IJ1IeHOYHOH 000s10uKo0if, 400 mr + 325 mr

Batch No / Cepust Ne : V2300169

Batch Quantity / O0bem naptuu : 727.5 KG

040001745037

Analytical Report No / Avanutnyeckuii oruet Ne : Date of Analysis / lata anaausa: 31.01.2023

Date of Manufacture / lata npouspoacrsa : Jan-2023 |Date of Expiry / Cpok roanoctu : Dec-2027

Analysis performed according ND / Ananu3s npoeeaen no HJI: I1 N011252/01-300522

4 |Disintegration / 07 min /07 mu Not more than 30 minutes /

Pacnanaemocts He 6onee 30 mux

5 |Dissolution / Not less than 70% (Q) CisHisO-
PacTBopeHue 95 % to 103 % (Ibuprofen) dissolved in 30 minutes /
He wmenee 70 % (Q) CisHiOs
(ubympoden) uepe3 30 MuH
Not less than 70% (Q) CsHoNO;
98% to 102 % (Paracetamol) dissolved in 30 minutes /
He wmenmee 70 % (Q) GCsHoNO:
- (napaueramon) uepes 30 MuH
6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoxcTeerHble TpUMecH 0.0004 % 4-amunogeron (mpuMech napaieramosna)
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) / Jliobas  enuHHuHAas
npuMech (udynpodena WIH
napaieramosa) - not more than 0.3% /

He 6onee 0,3 %
Total impurities (Method 1+ Method 2) /
0.03% Cymma npumeceit (Merton 1 + Meton 2) -
not more than 0.7% / e 6onee 0,7 %
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanuam HJI 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[TonrotosneHo: Pardeep Ilposepeno: Himesh Kumar /Ono6peHo:Menemxep/PykoBoauT
Kumar 5 }- enb : Manoj Kumar W
C:L”_ e e SR LLL:
= N/ .
Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023
Jata: Jara: Jara:
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Dr. Reddy's Laboratories Ltd,
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 4 of 5/ Crp. 4 u3z 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabneTku, NOKPHIThHIE MJI€HOYHOI 060J104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne :

V2300169

Batch Quantity / Oobem naptum : 727.5 KG

040001745037

Analytical Report No / AHanuTu4eckuii ordet No ;

Date of Analysis / laTta ananuza: 31.01.2023

Date of Manufacture / lara npoussojctra : Jan-2023

Date of Expiry / Cpok roanoctn : Dec-2027

Analysis performed according ND / Anaaus nposenen wo H/I: [1N011252/01-300522

a) Total aerobic
microbial count /
O6l11ee yucno
aspobHBIX

b) Total combine
/ Obuiee yucno

APOAOKEBBIX H

¢) E. coli

MHUKPOOPTraHU3MOB

yeasts and mould count

NJIECHEBBIX FpH6OB

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

d Less than 5 CFU/g/
Memnee 5 KOE/r

Absent in 1g / OtcyTcTByer B I

7 |Water/ Bona 1.3 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage iAcceptance value (AV) should be not
units / 2.0 more than 15.0/
OnnopoaHocTh [loxazarens npuemnemocty (AV) nomxex
JIO3UPOBAHUS ObITh HE DoJee 15,0
- Ibuprofen /uéynpoden
Acceptance value (AV) should be not
1.8 more than 15.0/
- Paracetamol/ [Toxazatens npuemyeMocTd (AV) nosken
napaueTamon OBITE He Honee 15,0
9 |Microbial limits /
Miuikpobuosnoriuieckas
YHUCTOTA

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 / OtcyrcTBHEe B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoayxT cooTBeTcTBYET TpeboBanusam HJL

Opinion: APPROVED
3aknwuenue: OOBPEHO

Prepared by /

[ToarorosneHo: Pardeep

Kumar

N

Checked by /
[TpoBepeno: Himesh Kumar
i N, 1 )

Approved by: Manager/Executive
/Ono6peHo:MeHemxep/Pykooaut

enb : Manoj Kumar \h _

Reprint Date: 31.01.2023

Hara:

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
JHara:
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Dr. Reddy's Laboratories Ltc.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 5 of 5/ Ctp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TadaeTKH, MTOKPbITHIE IIEHOYHOMH 060m04Koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300169

Batch Quantity / O6bem nmaptun : 727.5 KG

040001745037

Analytical Report No / AHaauTH4yeckuii oTyer Ne :

Date of Analysis / laTa anaausa: 31.01.2023

Date of Manufacture / laTta npousBojacTra : Jan-2023

Date of Expiry / Cpok rogHocru : Dec-2027

Analysis performed according ND / Auanus nposeaen mo H/{: [1 N011252/01-300522

10 |Assay/
KonuyectBeHHoe
onpeseneHue

392.1 mg/392.1 mr

324.36 mg / 324.36 mr

360.0 to 440.0 mg of  Ci;3H 50
(Ibuprofen) per tablet /

Ot 360,0 mr po 440,0 mr C;3HsO»
(ubynpoden) B Tabnetke
292.5 to 3575 mg
(Paracetamol) per tablet /
Or 2925 mr po 357,5 mMr CgHoNO»

(napaneramon) B TabyieTke

of CsHt)NOz

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnetok B [IBX/Al 6nnctep. Ilo 1
onuctepy B TNAYKy KAPTOHHYIO
BMECTE C HHCTPYKLIMEH

110 IPAMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabaerok B [IBX/Al
6nuctep. [lo 1, 2 umm 20 Gnuctepos B
nauky KapTOHHYO BMECTE c
WHCTpYKIUEH MO MPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBercteuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temneparype He Bbiile 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
TOJJHOCTH

Remarks: The Product conforms to ND/

ITpumeuanue: IlponykT cooreTcTBYeT TpeboBaHusam HJII

Opinion: APPROVED
3axmwouenue: OJJOBPEHO

Prepared by / Checked by /

[loaroroenexo: Pardeep [Tpoeepeno: Himesh Kumar

Kumar Py \ g
Of% ~ ——

Approved by: Manager/Executive
/Onob6peHo:Menemxep/PykoBoaut

enb : Manoj Kumar | @ﬂu -(1

..-—--“‘”J
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