Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS .y drrecys.com
CEPTH®UKAT AHAJIM3A

Page10of 6/ Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykanu®, TabieTKku, NOKPLITHIE NICHOYHOi 060.1049K0¥, 400 mr + 325 mr

Batch No / Cepus Ne : V2302298

Batch Quantity / O6bem naptuu : 767.1 Kg

040002292051

Analytical Report No / Ananutuyeckuii oryer Ne :

Date of Analysis / JlaTa anaim3a: 28.11.2023

Date of Manufacture / [lata npon3soacrsa : 10/2023

Date of Expiry / Cpox rognocts : 09/2028

Analysis performed according ND / Ananus nposegen no HJI: T1N011252/01-160123

Ne  |Test / Iloka3zarenn

Results/ Pe3yabTaThbl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ TabneTkn
KarncyJoBUAHOK (OpMBbI, MOKPHITHIE
[JIEHOYHOM 000JIOUKOH OpaHkKeBOro
IBETa, C PUCKOH HAa OJHOW CTOPOHE;
Ha TOIEpPEeYyHOM paspese — SAApO
OeJoro BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabGnerku
KancyJOBUOHOH  (OpMBI,  TMOKPBITHIE
IUIEHOYHO  0BONIOUKONW  OpaHXEeBOTO
1BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
MIONIEPEYHOM paspese — sAApo Oenoro unu
noutH 6esioro 1BeTa.

2 |Identification /
IToJJIMHHOCTD

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) /
BpeMmena ynep)uUBaHUSI OCHOBHBIX ITHKOB
Ha XpoMaTorpamme UCIIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATh
BpEMeHaM  YACPXXHMBaHMS IHKOB Ha
XpOMaTorpaMMe pacTBopa CTaHJapTHBIX
obpaslioB ubynpodeHa u MapaieTamosna
(paznen «KonuuecTBeHHOE
onpeneneHue»)

3 | Average tablets weight
Cpennss Macca
TabneTok

966.9 mg / 966.9 mr

From 940.9 mg 999.1
(970.0 mg=3.0 %) /
Or 9409 wr

(970,0 Mr + 3,0 %)

to mg

999,1 MT

a0

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusAM HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Jata: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToAroTOBNEHO; IIposepeno: Pardeep Kumar Ono6peno: Menemxep / PykoBoaurensb
Rama Kant ﬁ-ﬁ J ' Manoj Kumar

~ Col—— L
Reprint Date:. Reprint Date: Reprint Date:

JTlata: 28.11.2023

Jata: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangans, Ind'ia
Tel: +91 40 3900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS, . drreddvs.com
CEPTU®HKAT AHAJIM3A

Page20f 6/ Ctp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykaun®, Ta61eTKH, IOKPbITHIE IIEHO4HO# 060/109K0M, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302298

Batch Quantity / O6bem naprum : 767.1 Kg

040002292051

Analytical Report No / AnanuTiyeckuii oryer Ne :

Date of Analysis / laTta ananu3a: 28.11.2023

Date of Manufacture / lata npoussoacrsa : 10/2023

Date of Expiry / Cpok roanocts : 09/2028

Analysis performed according ND / Anaju3 nposeaen mo HJI: [T N011252/01-160123

4 |Disintegration /
Pacnagaemocts

07 min 32 sec/ 07 muH 32 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
Pacirsopenne

96 % To 103 %

97 % to 102 %

Not less than 70% (Q) of C;3His0,
(Tbuprofen) after 30 min /

He wmemee 70 % (Q)
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He w™ewmee 70 % (Q)
(mapaueramon) uepe3 30 MHH

Ci13H 150

CsHyNO,

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[TonrotoBneHo: ITposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBganTess
Rama Kant W 4 Manoj Kumar E g [?

Reprint Date:. Reprint Date: Reprint Date:

Hata: 28.11.2023 Jara: 28.11.2023 JaTa: 28.11.2023

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: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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 98166 56001-02

CERTIFICATE OF ANALYSISwww drredsvs.com
CEPTH®HKAT AHAJIV3A

Page3 of 6/ Ctp.3 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyk1nH®, Tab1eTKH, MOKPHITHIE IUIEHOYHOH 060104K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302298

Batch Quantity / O6nem mapruu : 767.1 Kg

040002292051

Analytical Report No / AnanuTu4eckuii oryet Ne :

Date of Analysis / laTa ananuza: 28.11.2023

Date of Manufacture / lata npouzBojactBa : 10/2023

Date of Expiry / Cpok rogaoctn : 09/2028

Analysis performed according ND / Ananu3s nposeaen no HJI: 11 N011252/01-160123

6 |Related substances / . 4-aminophenol (paracetamol impurity)
PozncrBeHHble npumecu 0.0001% - not more than 0.005 % /
Method 1 / Metog 1 4-amuHodeHoN (MpuMech napaneTamosa)
- e 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eMHIYHAs pUMeCh
(ubynpodeHa umu mnapaneramolia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Metop 2)
- He 6ouee 0,7 %
9 |Water/Bopna 1.5% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykt coorBeTcTBYeT TpeboBanusm HJL

Opinion : APPROVED
3aknwuyenue: OJJOBPEHO

Prepared by /

IToaroTosneHo;
Rama Kant &/\u},

Checked by /

~f

IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive/

OnoGpeno: Menemxep / Pykogoantens
Manoj Kumar a ; " 3@

Reprint Date:.
Harta: 28.11.2023

Reprint Date:
Harta: 28.11.2023

Reprint Date:
Hara: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderalbad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSISww.drredays.com
CEPTHO®HUEKAT AHAJIN3A

Page40f6/Ctp.4 36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TaGIeTKH, IOKPHITHIE MIeHOYHOl 000104K0i, 400 mMr + 325 Mr

Batch No / Cepus Ne : V2302298

Batch Quantity / O6bem naprnu : 767.1 Kg

Analytical Report No / AHaauTHYecKnii oTyeT No :
040002292051

Date of Analysis / JlaTa ananau3za: 28.11.2023

Date of Manufacture / Jlata npousBogcrsa : 10/2023

Date of Expiry / Cpok rognocrn : 09/2028

Analysis performed according ND / Anasu3 nposeaen no HJI: 1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTh Acceptance value (AV) should be not

JIO3UPOBaHHUsA 3.7 more than 15.0 /

- Ibuprofen /ubynpoden Ilokazates npuemiieMocTH (AV) nojkeH
ObITh He Oonee 15,0

- Paracetamol/ 2.1 Acceptance value (AV) should be not

napaneramolt more than 15.0 /
ITokazarens mpueMiaeMocTd (AV) noyxeH
ObITh He 6ojee 15,0

11 |Microbiological purity /

Miukpobuonoruieckast

yucroTa*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

Ob61uee uncno

aspobHBIX

MHKpPOOPraHH3MOB

b) Total combined NA Not more than 100 CFU/g/

yeasts and mould count He 6onee 100 KOE/r

/ Ob11ee HUCno

JPOXIKEBBIX U

IJIECHEBBIX IPHOOB

c) E. coli NA Shall be absent in 1g / OtcyTcTBUE B

1r

Remarks : The Product conforms to ND/
TIpumeuanue: [TpoayKT cOOTBETCTBYET TpeboBanuam HJL

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Jata: 28.11.2023

Jara: 28.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: ITposepeHo: Pardeep Kumar Ono6peno: Menenxep / Pykogoaureb
Rama Kant W ' I Manoj Kumar e »@

Reprint Date:. Reprint Date: Reprint Date:

JlaTa: 28.11.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +51 98166 56001-02

CERTIFICATE OF ANALYSIS\VV\!V\’.C{?TE(.‘C:‘;’S.CUTY']
CEPTH®HKAT AHAJIM3A

Page50of 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxanu®, Tabierkn, IOKPLITHIC MJIEHOYHOM 000s04Koii, 400 mr + 325 mr

Batch No / Cepua Ne : V2302298

Batch Quantity / O6bem naprun : 767.1 Kg

040002292051

Analytical Report No / Ananutuyeckuii oruer Ne : Date of

Analysis / laTa ananu3za: 28.11.2023

Date of Manufacture / lara nponssoacrea : 10/2023  |Date of

Expiry / Cpok rogsocrn : 09/2028

Analysis performed according ND / Anasu3 nposegen no HII: I1N011252/01-160123

12 |Assay/
Konnuectsennoe
onpesieieHue

384.4 mg/384.4 mr

317.54 mg/317.54 mr

From 360.0 to 440.0 mg of C;3H;30;
(Ibuprofen) per tablet /

Or 360,0 mr gmo 440,0 mr Ci;3H;50,
(ubynpoden) B Tabnerke

From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /

Or 2925 mMr no 357,5 mr CsHoNO,
(napaueramon) B Tabnerke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6mucrep. Io 1
OnMcTepy B MNAuKy KapTOHHYIO
BMECTE C  HMHCTPYKLMEH 10
[IPHMEHEHITIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Ta6nerox B IIBX/Al
Gmucrep. ITo 1, 2 wnu 20 6GnucrepoB B
hER 1Y KapTOHHYIO BMECTE c
UHCTPYKLMEHN 0 MPUMEHEHHUIO.

14 | Labeling / Mapkuposka

According to ND. / B cootsercteuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenne [Tpu Temneparype He Beiwe 25 °C.
16 | Shelf life / Cpoxk 5 years /5 ner
FOAHOCTH

* 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 IPOU3BOAMTENEM TIPH
BBIITYCKE NEPHONNYECKHU: 1A Kax ol 20-oi cepun uiM He MeHee 1 pasa B rog. ITokasaTenb MOXKET GbITh
HE BKJIIOYEH B CEPTH(HKAT aHann3a GUpMEI

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykt cootBercryeT TpeboBanusam HJJ

Opinion : APPROVED
3axarwuenne: OJJIOGPEHO

Prepared by /
IToarorosneHo:

Rama Kant M@ﬁ

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peHo: Menemxep / Pykosoaurens

Manoj Kumar @J"

Reprint Date:,
Jara: 28.11.2023

Reprint Date:

Hara: 28.11.2023

Reprint Date:
MHara: 28.11.2023

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

CERTIFICATE OF ANALYSIS,, ., drredcivs.com

CEPTHO®HUKAT AHAJIH3A

Page 6 of 6 / Crp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Tab1eTKH, NOKPLIThIE IJIeHOYHOoH 000.104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302298

Batch Quantity / O6bem maprun : 767.1 Kg

040002292051

Analytical Report No / AHanuTHYecKuH oTyer Ne :

Date of Analysis / JlaTa anaau3a: 28.11.2023

Date of Manufacture / lara npoussoacrsa : 10/2023

Date of Expiry / Cpoxk roasocrn : 09/2028

Analysis performed according ND / Ananns mposeaen mo HJ/L: [T NO011252/01-160123

API name (INN) /
Haumenoauue ADC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [lapaneramon

API manufacturer batch number /
Homep cepuH MPOU3BOAUTE/ISA
ADC:

PIBM230318

0290/23-24

FP Manufacturer API Batch
number /

Howmep cepuu cyGeTanmuu
npoussoautens I'JID:

FEQA00402

FEQA00436

API Manufactured by & country /
Ipouzsogurear ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren,
Unpus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuina
®dapmaceiotukanc JIta., Maaus

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanusm HJT

Opinion : APPROVED
3aximouenne: OJJOBPEHO

Prepared by /
[ToarorosieHo: 'i_‘
Rama Kant @Ad,/

Checked by /
[Tposepeno: Pardeep Kumar

B -

—

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykosoanTenb
Manoj Kumar

{ev

Reprint Date:.
Jata: 28.11.2023

Reprint Date:
JHata: 28.11.2023

Reprint Date:
JlaTa: 28.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderal:ad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
wwy.drreddys.com




