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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

Page 1 of 6/ Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoyKknnu®, TabaeTkil, NOKPhITHIE NIEHOYHOH 060a09K0it, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301981

Batch Quantity / O6sem nmapruu : 767.8K g

040002189512

Analytical Report No / AnannTnyeckuii order No :

Date of Analysis / Jlata anaau3a: 12.10.2023

'|Date of Manufacture / JlaTta npoussoacTsa : Sep.2023

Date of Expiry / Cpok rogsoctu : Aug.2028

Analysis performed according ND / Anann3 nposeaen mo HJI: T1 N011252/01-160123

No | Test / ITokazaTenan

Results/ PeaynbTatsi

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./  Tabnerxn
KaNcCynToBUIHOK (OPMEL, MOKPEITHIE
IIEHOYHOH 000JI0YKOH OpaHXKEeBOro
L[BETa, C PUCKOH Ha OAHOH CTOpOHE;
Ha IONEpeyHOM paspese — SAPO
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnetku
KancyJoBuiHO#  QOpMBl,  TIOKpbITHIE
[UIEHOYHOM  000JI0YKOH  OpamxeBoro

OBETa, C PUCKOM Ha ONHON CTOpPOHE; Ha
MOTIEpeYHOM paspese — sapo 6enoro uiu
[TOYTH OENoro UBETA.

2 |Identification /
IMommuHHOCTE

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 yJiep>XKHBaHHST OCHOBHBIX ITHKOB
Ha XpoMaTorpamme HCTIBITYEMOrO
pacTBOpa  JOJDKHBEI  COOTBETCTBOBATH
BpEMEHaM  Y/epKHBAHHA MHKOB Ha
XpoMartorpaMme pacTBOpa CTaHJAPTHEIX
obpastios ubynpodeHa M mapaueramona
(paszen «KonnuectsenHoe
olfpeneneHtey)

TafmeTny

3 |Average tablets weight
CpenHss Macca

972.2mg/972.2 mr

From - 9409 mg to 999.1
(970.0 mg +3.0 %) /

Or 940,9 MC 10

mg

999,1 M

(970,0 Mr+ 3,0 %) o
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpnmeyanne: [Iponykr coorBercryet Tpebosanusm H][ | 3akmouenne: OTIOBPEHO

Prepared by /

[Toarorosneno: i
Ankaj Verma Zﬁ -

Checked by /
IIpoeepeno: Rama kant

dufed

Approved by: Manager/Executive/
Onobpeno: Mendnzep / Pykosoautens
Abhishek Chauh:

Reprint Date:
Hara: 12.10.2023

Reprint Date:
Hara: 12.10.2023

Reprint Date:
JHara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTHOHKAT AHAJIM3A

Page20f6/Crp.2 43 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyxmn®, TabaeTkn, NOKPBITLIE NJIeHOYHOH 060J04Koil, 400 Mr + 325 Mr

Batch No / Cepnst Ne

1 V2301981

Batch Quantity / O0bem naprau : 767.8K

040002189512

Analytical Report No / Anaaatuyeckuii oruer No :

Date of Analysis / /laTa ananmusa: 12.10.2023

Date of Manufacture / Jlata nponseogcrsa : Sep.2023

Date of Expiry / Cpok rogHocTH : Aug:2028

Analysis performed according ND / Ananus nposegen mo HII: T1N011252/01-160123

4 |Disintegration /
PacnanaemMocts

07 min 41 sec/ 07 muu 41 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PactBopenue

98 % To 101 %

98 % to 101 %

Not less than 70% (Q) of C13H1502
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(nbynpoger) uepes 30 MUH

Not less than 70% (Q) of CgHyNO,
(Paracetamol) after 30 min /
He wmewee 70 % (Q)
(napaueramon) yepes 30 MUK

Ci3His02

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorsercTByeT TpeGoBanuam HJT

Opinion : APPROVED
3axmouyenue: OJIOBPEHO

Prepared by /
IMoarotoriieHo:

- b
Ankaj Verma ,{f?}/—/

Checked by /
ITposepeno: Rama kant

o

Approved by: Manager/Executive/

Onobpeno: Meneajep / Pykosonutens
Abhishek ChauhaﬁL \
A

Reprint Date:
Hara: 12.10.2023

Reprint Date:
Hara: 12.10.2023

Reprint Date:
Jara: 12.10.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




e Dr. Reddy's Laboratories Ltd.
V e Formulation Unit-6
Dr. Reddy S !.' Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDtA

Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS | o0 Cuq 0o

CEPTUOUKAT AHAJIM3A

Page30of 6/ Ctp.3 136

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykmu®, Tabierkn, NOKPEIThHIE MJIEHOYHOH 000J10uK0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301981 Batch Quantity / O6bem naprun : 767.8Kg
Analytical Report No / AnanuTudeckuii oryet No ; Date of Analysis / JaTa ananu3a: 12.10.2023
040002189512

" |Date of Manufacture / JaTa npou3BogcTBa : Sep.2023 |Date of Expiry / Cpok roguocts : Aug.2028

Analysis performed according ND / Anann3 nposegen mo HII: [1 N011252/01-160123

6 |(Related substances / 4-aminophenol (paracetamol impurity)

PoacTBeHHbIE IpHMECH 0.001% - not more than 0.005 % /

Method 1/ Meton 1 4-amuHodieHo (NpUMEcs napateraMona)
- e Gonee 0,005 %

Method 2 / Metop 2 BDL (Disregard Area 6978) Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % /
Jiobas einHIY HAs [IPHMECH

(ubynpodiena HnH napaneramona) - He
Honee 0.3 %

Total impurities (Method 1+ Method 2)
0.001% - not more than 0.7 % /

Cymma npumeceit (Meron 1 + Meroz 2)
- ne bonee 0,7 %

9 |Water/ Bona 1.4% Not more than 5.0 % /
He Gouiee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr cootseTcTByeT Tpe6oBauuam HI| | 3akmovenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
HonrotoBneHo: [Tpoeepeno: Rama kant Ono6peno: Meuewgep / Pykosonurens
Ankaj Verma ,;/1'\ P @ o Abhishek Chauha&
LA “-P[ﬁ/’ U= '\_
Reprint Date: Reprint Date: Reprint Date:
Jara: 12.10.2023 Hara: 12.10.2023 Hara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 23939, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s Q‘:‘.

Dr. Reddy's Laboratories Ltd,
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS 0 Cid Gom
CEPTHO®UKAT AHAJI3A

Page4of 6/ Ctp. 4 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxanu®, Ta60eTKH, NOKPBLITHIE MJIEHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301981

Batch Quantity / O6bem naptuu : 767.8Kg

Analytical Report No / AnanuTnyeckuit otyer No :
040002189512

Date of Analysis / lata anaansza: 12.10.2023

Date of Manufacture / Jlara npoussosacria : Sep.2023

Date of Expiry / Cpok ropnoctu : Aug.2028

Analysis performed according ND / Anasnu3 nposenen o H/T: I1N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTD Acceptance value (AV) should be not

JI03MPOBaHHA 1.6 more than 15.0 /

- Ibuprofen /ubynpodex Tokasarens npremnemocti (AV) gosken
6riTh HE Oonee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napaueTaMmot more than 15.0 /
IMokasarens npuemnemoctd (AV) nomken
ObiTE HEe Gonee 15,0

11 |Microbiological purity /

Muxkpobronoruteckas

qucTOTa*

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

microbial count / He 6onee 1000 KOE/r

Obuiee yucio

a’pobHBIX

MHKPOOPTaHHU3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ OBuiee yucno

JAPOACKEBBIX U

TIIECHEBBIX [PHOOB

¢) E. coli NA Shall be absent in 1g / OtcyTcTBHE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykr coorserctayer TpeGoBanuam HII | 3axmodenne: ONIOBPEHO

Prepared by /
IToarotoBneHo: 4
Ankaj Verma { 74\ -~

Checked by /
IIposepeno: Rama kant

A

Approved by: Manager/Executive/

Onobpeno: Menemxep / PykoBonurens
Abhishek Chauhan | \
& TR

Reprint Date:

Hara: 12.10.2023

Reprint Date:
Jara: 12.10.2023

Reprint Date:
Jara: 12.10.2023

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

CIN: L85195AP1984PLC004507
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 ANALYSIS .\ dreddvs com
CEPTHOHKAT AHAJIM3A

PageSof 6/ Crp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknuu®, Tabnerku, NOKPLITHIE MIEHOUHOI 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne: V2301981

Batch Quantity / O6bem naptun : 767.8Kg

040002189512

Analytical Report No / ArannTnieckuii oryer Ne : Date of

Analysis / laTa ananusa: 12.10.2023

Date of Manufacture / lata nponsgojcrsa : Sep.2023 [Date of

Expiry / Cpox ronnocth : Aug.2028

Analysis performed according ND / Ananus nposeger no HJI: [1N011252/01-160123

12 |Assay/
KonuyecTsenHoE
onpeaesieHHe

403.0 mg / 403.0 mr

322.76 mg/ 322.76 mr

From 360.0 to 440.0 mg of CuHy0;
(Ibuprofen) per tablet /

Or 360,0 Mr mo 440,0 mr CiHigO;
(uBynpoten) B TabneTke

From 292.5 to 357.5 mg of CzHoNO:
(Paracetamol) per tablet /

Or 2925 mr mo 357,5 mMr CgHoNO;
(mapaueramon) B TabneTke

13 | Package / YakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerox B IIBX/Al 6auctep. ITo 1
OmicTepy B IauKy KapTOHHYIO
BMECTE€ C  HHCTpYKIHeH 1o
NIPUMEHEHHIO.

10 tablets in PVC/AL blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B IIBX/Al
6mctep. Ilo 1, 2 wm 20 6micrepoB B
navky KApTOHHYIO BMECTe c
HHCTPYKIHEH M0 IPUMEHEHHUIO.

14 | Labeling / MapkypoBka

According to ND. / B cootBercrauu ¢ H]I.

15 | Storage conditions /

At temperature not more than 25 °C./

Xpanenne ITpu Temnepatype He Bbiue 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
TFOOHOCTH

* 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. / [IpOBOAHTCS IPOM3BOAMTENEM NPU
BBIMYCKE MEPHONHYECKU: [T KakIoi 20-oi cepuu Wik He Menee 1 pasa B roi. IlokaszaTens MOXET OBITH
He BKIIOYEH B cepTU(dUKAT aHaIM3a QUPMBL

Remarks : The Product conforms to ND/
IIpumeyanue: [Tpoaykr cooTBercTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[MoaroToBieHo; [IposepeHo: Rama kant Opnobpeno: MCHBTP / PyKOBOIHTENE
Ankaj Verma /}\‘/ Q@L}G‘ g Abhishek Chauhaﬂ\Mr v

Reprint Date: Reprint Date: Reprint Date: '

Hara: 12.10.2023 Hara: 12.10.2023 Hara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com




‘O & Dr. Reddy's Laboratories Ltd,

’ °® Formulation Unit-6

Dr’ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIU3A

Page 6 0of 6 / CTp. 6 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaun®, TabIeTKH, MOKPLITHIE NNeHoYHOii 060104K0H, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301981 Batch Quantity / O6nem naprau : 767. SKg
Analytical Report No / AHanuTHYecKHi oTyeT Ne : Date of Analysis / lata anannsza: 12.10.2023
040002189512
Date of Manufacture / JlaTa npon3ssopctsa : Sep.2023 | Date of Expiry / Cpok rogsocty : Aug 2028

Analysis performed according ND / Ananus npogegen no HJI: I1 NO011252/01-160123

API name (INN)/

Haumenosauue ADC (MHH):
API manufacturer batch number /
Homep cepun npoH3BoaAMTENs PIBM230317 4059/23-24
ADC:

FP Manufacturer API Batch
number /

Howmep cepry cyScrasumy FEQA00401 FEQAQ00244
npoussognTens I'JIdD:

Ibuprofen / U6ynpodes Paracetamol / [1apaneramon

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa 3xTuB India / lilpu Kpumua

Hpouszsogurens ADC, crpana: ®apma CaiieHcus Jlumuren, ®apmacsrotakanc Jita., Maaus
Numug
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Tponykr cootseTcTRYeT Tpebosanviam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IlogroroeneHo: [IpoBepeno: Rama kant Onobpeno: Menemtep / Pykosoaurens
Ankaj Verma ,’k . W Abhishek ChauhanL
4 ot -
Reprint Date: Reprint Date: " Reprint Date: |
Hara: 12.10.2023 Hara: 12.10.2023 Hata: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507
www.drreddys.com




