Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJTU3A 1o, 491 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral ORI A! 400 ¥hEA325 mg
IMpoayxr H6ykana® Dxenpece (ubynpoden + napaueramost), HOpOLIOK AJIS IPHIOTOBJIEH S
pacTsopa AJisl NpHeMa BHYTPb, 400 mMr+325 mr - __|
Batch No. / : V2102039 Batch Quantity / : 17650.000 units /
Cepusi Ne O6bem napTuu €ANHUILL
Analytical Report No. / : 890001559288 Date of Analysis / : 10.12.2021
AHajuTn4decknii oruer Ne JlaTa anasmnsa
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
JaTa npou3BoAcTBa I'onen 1o -

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI1-007239-300721

Ne

Test / Iloka3aTeanb

Result / PesyabraThbl

1 |Description / Onucanue

| White powder,
characteristic odor.

XapakTepHbIM 3aMaxoM.

XapaKTEPHBIM 3araxoM.

with

/

[Topowok 6enoro uBera c

~ Specification / Hopma |
White to off-white powder, with a|
characteristic odor. / [lopoiok ot 6enoro
J10 moutH GeJIoro 1BeTa, ¢ XapaKTePHbIM
340aX0M.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /
becuBeTHBIE pacTBOP C XapaKTEPHBIM

3anaxoM, C BO3MOXHBIM COJEPKAHHEM
HeGOBLIOrO  KOJHYECTBA  B3BEILEHHBIX
‘ 4aCTHIL.

| Specification / Hopma

2 |Reconstituted solution / Complies
BoccTanoB/IeHHbIH pacTBOp
- appearance / onucanue

No Test / IHokazarean Result / Pe3yibTaTbl
- Color of the solution / Complies /
Yeemnocme CoOTBEeTCTBYET

3 |Dissolution time / 48 seconds
Bpemsi pacTBopeHust

4 |[pH of solution / pH pacTBOpa 6.6

Color intensity of the solution does not
exceed color intensity of reference standard
Bs. / PacTBOp AomkeH OBITH OKpalleH He
fonee MHTEHCUBHO, YeM 3TajoH By,
Not more than 5 min. / He 6onee 5 MuH.

5.8107.8./0t 5,8 o 7,8.

Remarks : The Product confirms to ND/
Ipumeuanue: ITponykT coorBeTcTBYeT Tpebosannam HJL

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Santosh Kumar
I'ToiroToBNEHO: '/'fi/”,m c
) St

Checked by / Anil Kumar
IIposepeHo:

puis

Approved by: Manager/Executive / Pawan Kumar
Ono6peno: Menemxep / PykoBoautenb

A

Print Date /20.12.2021
Jara:

Print Date /20.12.2021
Jara:

Print Date /20.12.2021
JlaTa:

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




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTHOUKAT AHATH3A

Tel : +91 98166 56001-02

|Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sollftsh! WY&,&@B% mg
IIpopykr N6ykaun® Ixcnpece (ubynpoden + napaneTamo.n), N0POLIOK /ISl IPHTOTOBJICHHSE
pacTBOpa ISt NpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2102039 Batch Quantity / : 17650.000 units /
|Cepust Ne Oobem maprun e/ |
Analytical Report No. / : 890001559288 Date of Analysis / + 10.12.2021
Anaaurudeckuii otuer Ne Jlata aHanauza
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
Jara npon3BoACTEA INogen go
Analysis performed according ND / Ananus nposesen no H/L: JII1-007239-300721

Specificatioﬁ / Hopma

Ne __ Test / [lokasaTean - Result / PesyabraThbl
5 [dentification / IlopninnnocTh
4) by HPLC / BOXX
— lbuprofen / udynpoden Complies /
COOTBETCTBYET
— Paracetamol / napayemamon
B) by HPLC-UV / BOXKXX-Y®
[ — Ibuprofen / ubynpogen Complies /
— Paracetamol / napayemamon CoorsercTByeT
6 |Particle size / Pazmep 4acTuI 100 %
89 %

| ibynpodena n napaueramona.

The retention times of the main peaks in the
chromatograms of test solutions should
correspond to those in the chromatograms of
reference  standards solution (Assay
section). / Bpemsi yZiepxHBaHHs OCHOBHBIX
MMKOB Ha XPOMATOrpaMMax MUCIBITYEMBIX
pacTBOPOB  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM yaepKUBaHUS
COOTBCTCTBYIOLUMX OCIHOBILIX IHMKOB Ha
XpoMaTorpaMmax pacTBopa CTaHAApTHBIX
obpasiios  (pazmen  «KonuuecTBeHHOE
OTPE/ICIICHHIEN). g P

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpn
npopeaeHnun  Tecta  «KonuyecTBeHHOE
onpeneneHne» Y O-CIEKTPEl HCIBITYEMBIX
PacTBOPOB [OJDKHBI COOTBETCTBOBATH Y M-
CeKkTpam CTaH/IaPTHBIX pacTBOpOB

Particle size less than 2 mm — not less

than 95 %, / Yactuu pasMepom MEHee 2 MM
— He MeHee 95 %; 1

Particle size less than 0.25 mm — not less
than 60 %. / 4acTHLl pa3MEPOM MeHEe

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/
Ipumeyanue: [TponykT coorBeTcTByeT TpeGosanuam H/L

3akJmo

Conclusion : APPROVED /

yenne: OJIOBPEHO

Prepared by / Santogh Kumar
TMoaroToBnero: | b{, e ls
SRS

Checked by / Anil Kumar
ITposepeno:

('_ N A

Approved by: Manager/Executive / Pawan Kumar
Onob6peno: Menemxep / Pyxosoguresb

A

Print
JarTa:

Date /20.12.2021

Jarta:

Print Date /20.12.2021

Print D
Jlara:

ate /20.12.2021

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



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIHU3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral oA R0 YREP 25 mg
IIpoaykr N6yxaun® Dxenpece (uGynpodeH + napaueTamost), OPOLIOK AJIsi IPUTOTOBJICHHS
pacTBOpa 15l IpUeMa BHYTPb, 400 mr+325 mr -
Batch No. / : V2102039 Batch Quantity / : 17650.000 units /
|Cepust Ne |O6bem mapTuu eJIMHHLL
Analytical Report No. / : 890001559288 Date of Analysis / + 10.12.2021
AHanuTHYeCKNiT oT4yeT No JlaTa anannza

Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023

JaTa npou3BOJACTBa T'ogen no

_Analysis performed according ND / Ananus nposeaen no HJI: JIII-007239-300721

Ne [  Test/Iloka3sarenn Result / Pe3yabTaTs! | Specification / Hopma
7 |Water / Boga 5.1% Not more than 8.0 % w/w. / He 6oxnee 8,0 %.
8 |Related substances / ] | B |
PoacTBeHHbIe TPUMECH
- ibuprofen / ubynpogen Less than LOQ (0.04 %) Individual unidentified impurity - not more
than 0.15 %. / Enunudnas
Less than LOQ (0.04 %) HenJeHTH(UIMpOBaHHAs TPUMECH - He
6onee 0,15 %.
Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6outee 0,5 %.

- paracetamol / napayemamon

BDL
9 |Uniformity of dosage units /
OaHOPOAHOCTH AO3HPOBAHUS
- ibuprofen / ubynpodghen 1.4
- paracetamol / napayemamon L5

BDL (disregard area 6469)

‘ BDL (disregard area 6469)

Impurity K - not more than 0.15%. /
[Tpumecs K - ne 6onee 0,15 %.

Individual unidentified impurity - not more
tthan 0.10%. / Ennnuunas
HeHAEHTH(HLIMPOBAHHASA IPUMECH - HE
Oonee 0,10 %.

I'otal impurities - not more than 0.5%. /
Cymma mpumMeceii - He 6onee 0,5 %.

Acceptance value (AV) should not be more
than 15.0. / IlokazaTenb npuemMiIeMoCTi
(AV) nomxkeH 6b1Th He Oostee 15,0

Acceptance value (AV) should not be more
than 15.0. / TloxazaTtens NpuemMiIeMocTH
| (AV) nonmxeH 6biTh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Santosh Kumar | Checked by / Anil Kumar
IToaroroBieHo: ,@”[@F; IlpoeepeHno:
e ~

—

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: Menemxep / PykoBonutesb

Print Date /20.12.2021
Jara:

Print Date /20.12.2021
JlaTa:

Print Date /20.12.2021
Jara:

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




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

| Analysis performed according ND / Anasus nposeaen mo HJI: JI-007239-300721

'Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soNMuEr FHIRENB25 mg ]
HpoaykT Hoykann® Ixenpece (nbynpoden + napaueramod), NopoIioK /st TPUTOTOBJIEHHSI
pacTBOpa /Ui IPHEMA BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2102039 Batch Quantity / : 17650.000 units /
Cepus Ne O6bem napTun €AUMHNLL
Analytical Report No. / : 890001559288 Date of Analysis / : 10.12.2021
AHanaTHYeckHii oTyeT No JlaTa ananuza
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
Jata npousBoacTBa T'oaen no -

Specification / Hopma

| No | Test / [lokazaTens Result / PesyibTaThl
| 10 | Microbial limits /
| MuxpoGuoaoruyecKkasi YuCToTA NIL CFU/g
|
|
| NIL CFU/g
Absent
11 | Assay / KouiH4ecTBeHHOE |
onpejeeHHe
- ibuprofen / ubynpodghen 400.3 mg (100.1%)

| - paracetamol / napauemamon

400.3 mr (100.1%)

326.7 mg (100.5%)
326.7 mr (100.5%)

[Escherichia coli - orcyrcTBue B 1 T.

a) Total aerobic microbial count - not more
than 1000 CFU/g. /

O0Lee uMeHo aspoOHbIX MAKPOOPTaHU3MOB
- He Gonee 1000 KOE/T.

b) Total combined yeasts and mould - not
more than 100 CFU/g. /

Ob1iee 4UCIO APOAOKEBBIX M MJIECHEBBIX
rpu6os - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./

360.0 mg to 440.0 mg of C;3His0;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / O1 360,0 mr no 440,0 Mr
Ci3HisO, (ubynpoden) (ot 90,0 % o

| OJHOM IAKCTHUKE.

110,0 % oT HOMHHANBHOTO CONAEPXKAHHUSA) B

‘292.5 mg to 357.5 mg of CsHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr 5o 357,5 mr
CsHoNO; (mapaueramon) (ot 90,0 % no
110,0 % oT HOMHHAJILHOTO COAEPIKAHUS) B
OJTHOM MAaKETHKE.

Remarks : The Product confirms to ND/
ITpumeyanue: Ipoaykt coorBeTcTBYET TpebopanusaM HJI

Conclusion : APPROVED /
3akmouenue: ONOBPEHO

[TonroToBneno: |

Prepared by / Santgsh Kumar
3{ Hf{}[c,
pilia

Checked by / Anil Kumar

[IpoBepeno:
A

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: Menemxep / Pykopoaurens

Print Date /20.12.2021
Harta:

Print Date /20.12.2021

Hara:

Print Date /20.12.2021
Hara:

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: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ‘.:..

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJM3IA 1el: +91 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sl AP A8 25 mg
IIpoaykT H6ykaun® Ixenpece (nbynpoden + napaneramo.), NOPOLIOK sl NPHTOTOB/ICHUS

pacTBoOpa AJ1s IpMeMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2102039 Batch Quantity / : 17650.000 units /
Cepust Ne O6bem napTun eANHNIL
Analytical Report No. / : 890001559288 Date of Analysis / : 10.12.2021
AHanuTHYeCKHId oTueT No JlaTa ananusa
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
JlaTa npou3BoOACTBA T'onen no
| Analysis performed according ND / Ananns nposesnen no HJL: JII1-007239-300721

No Test / Iloka3aTenanb

12 |Package / YnakoBka

Labeling / MapkupoBka
14 |Storage conditions /
Xpanenue

15

| Shelf life / Cpok roanoctn

Result / PesyabTaTsi

|

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and

patient information leaflet in
carton pack. / Ilo 5 r B
naKeTvke u3
KOMOHUHHPOBAHHOTO

MaTepuana (JaMUHHUPOBaHHAs
oymara/IIDHII/amomuHnenas

tosnera/[I12HID). Ilo 9
NaKETUKOB BMCCTE c
UHCTPYKLHEH no
NPUMCHEHUIO B nayky
KapTOHHYIO.

2 years. / 2 rofia.

5 gina sachet of a combination | 5 g in a sachet of a combination material

According to ND. / B cootserctuu ¢ HJI.

Store below 25 °C. / IIpu Temnepatype He Bbiwe 25 °C.

Specification / Hopma

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient

information leaflet in carton pack. /Ilo 5rB
MaKeTHKe u3 KOMOHWHHPOBAHHOTO
Mmarepuana (namMyHMpOBaHHad |

6ymara/[1OHI1/anroMmunueBas
donbra/TISHIT). Ilo 6 unn 9 nakernkos
BMECTE ¢ MHCIPYKUMEH 110 IPUMEHEHUIO B
NavKy KapTOHHYIO.

Remarks : The Product confirms to ND/

HMpumeuanne: IIpogykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
Zakmoyenne: OJOBPEHO

Prepared by / Santosh Kumar | Checked by / Anil Kumar
[Moarorosneno: %uc (f:_ ITposepeHo:
U

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: MeHemkep / PykoBoautens

Print Date /20.12.2021

Hara: Hara:

Print Date /20.12.2021

JaTa:

Print Date /20.12.2021

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



