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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoAykT Ubyxmn” Dxcnpecc (u6ynpoden + napareramol), NOpoLok A1 TPUrOTOBIEHHS PacTBoOpa

Iuisi npremMa BHyTpb, 400 mr+325 mr

BatchNo. / 1 V2302611 Batch Quantity / : 17201.22 units /
Cepwuist No O6bem naptuu 17201.22 enununy
Analytical Report No. / : 890001708845 Date of Analysis / 1 30.12.2023
Anaymtuyeckuii otueT Ne JlaTa aHanu3za
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172025
Hata npoussojcTa I'oneH no

Analysis performed according ND / Ananus nposeaed no HJI: JII1-007239-300721

ONa |

Test / IlokazaTenan

Result / PesyanTaTLi

Specification / Hopma

1 |Description / Onucanue

White powder, with a
characteristic odor. /
ITopouok 6Genoro 1uBera c
XapaKTEepPHbIM 3alaXOM.

White

to off-white powder, with a
characteristic odor. / ITopomok ot 6Genoro
10 moyTH 6enoro LBeTa, ¢ XapakTepHbIM
3aMaxom.

2 |Reconstituted solution /
BoccTaHoBsieHHBIH pacTBOp

Colourless solution with a
characteristic odor, with small
amount of suspended particles.

Colourless solution with a characteristic

odor shall be observed, may have small
amount of suspended particles. /

- appearance / onucanue becusetHblfi pacTBOp | becuBeTHBIi pacTBOp ¢ XapaKTEPHBIM
XapaKTEepPHbIM  3allaxOM, C| 3alaxXxoM, C BO3MOXHBIM COJEpHKAHHEM
He6OoMBIINM KOJINYECTBOM | HEOOJBIIOTO  KOJHMYECTBA  B3BEIIEHHBIX
B3BELLICHHBIX YACTHII. YacTHII.

- Color of the solution / Complies / Color intensity of the solution does not

yeemnocmnp CooTBeTcTBYET exceed color intensity of reference standard

Boy. / PacTBOp nmoykeH ObITH OKpallieH He
6oJiee HHTEHCUBHO, YEM 3TaJIOH Bo.

3 |Dissolution time /
Bpemsi pacTBopeHust

01 min 05 sec/ 01 muH 05 cex

Not more than 5 min. / He 6oiee 5 MuH.

4 | pH of solution / pH pacTBOpa

6.4

5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
ITpumeyanne: Iponykt cootBeTcTByeT TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenue: OJJIOGPEHO

Jara: 30.12.2023

JlaTa: 30.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosneno: Ambresh [IpoBepeno: Santosh Kumar Onobpeno: Menemxkep / PykosofjiTesb
o ¥ - y

Kumar & Maurya 9.4 Manoj Kumar h‘w

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr U6yxnun® Dxcnpece (u6ynpoden + mapaueramon), MOpoLIoK [is MPUIrOTOBIEHUS PACTBOpa
JU1A ripyuemMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302611 Batch Quantity / : 17201.22 units /
Cepus Ne O6beM naptuu 17201.22 ennnuny
Analytical Report No. / : 890001708845 Date of Analysis / 1 30.12.2023
AHanutHyeckuii otyeT Ne JlaTa aHanuza
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2025
Jara npouspoacTsa T'onen no
Analysis performed according ND / Ananus nposened no HJI: JITIT-007239-300721
[ ONe Test / IlokazaTeab Result / Pe3yabTaTsl Specification / Ilopma
5 |Identification / IlogiuHHOCTH Complies / The retention times of the main peaks in the
4) by HPLC / BIKX CootBercTByeT chromatograms of test solutions should
correspond to those in the chromatograms of
— Ibuprofen / ubynpogen reference  standards solution (Assay
section). / BpeMs ynep)XuBaHUSI OCHOBHBIX
— Paracetamol / napayemamon MMKOB HA XPOMATOTPaMMaX HCHBITYEMBIX
pacTBOpOB  JO/DKHBI  COOTBETCTBOBATH
BpeMeHaM yAepXKHUBaHUS
COOTBETCTBYIOLIMX OCHOBHBIX IMHKOB Ha
XpoMmaTorpaMmax pacTBOpa CTaHAapTHBIX
obpazuoB  (pazmen  «KonmyecTBeHHOE
OIIPENEIIEHHEY).
B) by HPLC-UV / BOKX-Y® Complies / When carrying out the "Assay" test, the
CooTBeTcTBYET UV spectra of the test solutions should
— Ibuprofen / ubynpogen correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / Ilpu
npoefieHnH  Tecta  «KomuyecTBeHHOE
onpeneneHue» YO-CreKTpbl HCHBITYEMbIX
pPacTBOPOB JOJDKHbBI COOTBETCTBOBAaTh Y-
CIEeKTpaM CTaHAAPTHBIX pacTBOpoB
ubynpodeHa u napaieramona.

Remarks : The Product confirms to ND/

IIpumeqanne: ITpogykT cooTBeTcTBYeET TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
lloarorosneno: Ambyesh [TpoBepeno: Santosh Kumar OnobpeHo: Menemxkep / Pykosopuresb
Kumar @/ ~ | Maurya Manoj Kumar @ [,{/t,‘:[l-
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2023 Hara: 30.12.2023 Hata: 30.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ":‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IponykT N6yxnun® Dxcnpecc (uGynpoden + napaietamos), MOPOIIOK AJ IPHIOTOBJIEHUS pacTBOpa
A1 npyueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302611 Batch Quantity / : 17201.22 units /
Cepus Ne O6beM naptuu 17201.22 egrHun
Analytical Report No. / : 890001708845 Date of Analysis / 1 30.12.2023
AHanuTnieckuil oryet Ne Hara aHanuza
Date of Manufacture / 1 12/2023 Date of Expiry / 1 11/2025
JlaTa npou3BoACTBa ["ozen no
Analysis performed according ND / Ananu3 nposesex no HJI: JIII-007239-300721
ONe Test / Iloxasarean Result / PesyabTaThl Spccification / Hopma
6 [Particle size / Pazmep yacTun 100 % Particle size less than 2 mm — not less
than 95 %, / YacTui| pa3MepoM MeHee 2 MM
— He MeHee 95 %;
89 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTUL pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |[Water / Bona 4.8 % Not more than 8.0 % w/w. / He 6oree 8,0 %. |
8 [Related substances/

PoacrBennbie npuMeECcH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Remarks : The Product confirms to ND/
Hpumeuanne: [Iponykr coorBercTBYeT TpeboBanusM HJ|

Below LOQ (LOQ = 0.04 %) /
Hike npenena

KOJTMYECTBEHHOTO
onpenenenus (ITKO = 0.04 %)
Below LOQ / Hmxe mpenena
KOJIMYECTBEHHOrO
onpeeeHus

Below LOD (LOD = 0.01 %) /
Huwxe npemena o6HapyxeHUs

(IO = 0.01 %)

Individual unidentified impurity - not more
than 0.15 %. / Exunynunas
HEUACHTUHULIUPOBAaHHAS IPUMECH - HE
6onee 0,15 %.

Total impurities - not more than 0.5%. /
Cymwma npumeceii - He 6onee 0,5 %.

[mpurity K - not more than 0.15%. /
[Ipumech K - He 6onee 0,15 %.

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneno: Ambresh ITpoBepeHo: Santosh Kumar Onobpeno: Menemkep / Pykosoau restb
Kumar 6‘_} Maurya A Manoj Kumar A LE

- A" -:_“-. ’
Reprint Date / Reprint Date / Reprint Date /
Jata: 30.12.2023 Jara: 30.12.2023 Hara: 30.12.2023

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: L85195AP1984PLC0O04507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoayxr W6yxnun® Dxenpece (u6ynpoden + napaleramost), HOPOLLOK /Jist IPUTOTOBJIEHHUs pacTBOpPa

JUIsl ipueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2302611 Batch Quantity / : 17201.22 units /
Cepus Ne O6beM napThu 17201.22 equnuig
Analytical Report No. / : 890001708845 Date of Analysis / : 30.12.2023
AHanmutndeckuii otdet Ne JlaTa ananuza
Date of Manufacture / 1 12/2023 Date of Expiry / 1 11/2025
Jara npousBoacTsa T'onen no

Analysis performed according ND / Ananus nposesied no HJI: JIIT-007239-300721

ONe Test / ITokazaTenan Result / PeayanraTnl Specification / Hopma
Below BDL (BDL=6570) / Individual unidentified impurity - not more
Huvke ropora peructpamyu  [han 0.10‘{; / Envan4Has
[P =6570 HCUACHTHQHLHAPOBAHHAs TPUMECH - HE
( ) oonee 0,10 %.
Below BDL / Huxe nopora
pEruCTpaly Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
OXHOPOTHOCTD 1I03UPOBAHHUS
- ibuprofen / ubynpodgen 33 Acceptance value (AV) should not be more
' than 15.0. / [Toka3zatens npueMjIeMOCTH
(AV) nomxeH ObITh He Honee 15,0.
- paracetamol / HADAUSIAMON Acceptance value (AV) should not be more
P PaK 2.6 than 15.0. / [lokazartenp IpueMIIEMOCTH

(AV) nomxkeH 656ITh He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT cooTBeTCTBYET TpeboBaHusM HJ{

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
[TonroTomieHo: A b;esh
Kumar Ce—=

-

/‘1.

Checked by /
ITpoBepeno: Santogh Kumar
Maurya =

—_—

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoaureib

Manoj Kumar t 3{ K
LLiass et

Reprint Date /
Jara: 30.12.2023

Reprint Date /
Hara: 30.12.2023

Reprint Date /
Jlata: 30.12.2023

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: L85195AP1984PLC0O04507

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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product
[ponyxt

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
H6yknmua® Dxcnpecc (ubynpoden + napameramot), MOPOLIOK Jyist IPUTOTOBIIEHUS PacTBOpa
JUlsd IpHeMa BHyTph, 400 Mr+325 mr

Batch No. /
Cepus Ne

1 V2302611

Batch Quantity /
O6beM napTuu

: 17201.22 units /
17201.22 eaguHUL

Analytical Report No. /
AHanuTnyeckui otuyet No

: 890001708845

Date of Analysis /
Jlata aHanuza

: 30.12.2023

Date of Manufacture /
Jata nponzBoacTBa

: 1272023

Date of Expiry /
T'onen no

1 11/2025

Analysis performed according ND / Ananu3 nposeaes no HJI: JII1-007239-300721

ONo Test / Ilokazarcan

Result / PesyanTaThl

Specification / Hopma

10 | Microbial
MukpoOuonornieckass YHCTOTA

limits /

NIL CFU/g/
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OrcyrctByeT B Ir

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

O611ee YUCIIO a3pOOHBIX MUKPOOPTaHU3MOB
- He Gonee 1000 KOE/r.

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

OO01iee 4YKMCIIO OPOXOKEBBIX U IUIECHEBBIX
rpubos - He 6onee 100 KOE/T.

c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyTcTBue B 1 T.

11 | Assay / KosnnuyecTBeHHOE
onpeaenenue
- ibuprofen / ubynpogpen

- paracetamol / napauemamon

396.0 mg (99.0%) /
396.0 mr (99.0%)

322.9 mg (99.3%) /
322.9 mr (99.3%)

360.0 mg to 440.0 mg of Ci3HizsO:
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
Ci3HisO2 (ubynpoden) (ot 90,0 % 1o
110,0 % OT HOMHMHAJIFHOTO COAEPXKAHUS) B
OJTHOM TIaKETHKE.

292.5 mg to 357.5 mg of CsHoNO,

(paracetamol) (90.0 % to 110.0 % of label

Remarks : The Product confirms to ND/

IIpumeyanue: IIpoaykr cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneng:- Ambresh | IIposepero: Santosh Kumar Onobpeno: Menemxkep / PykoBoanTgnh
Kumar @1- = Maurya (&‘ Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

MHara: 30.12.2023 Hara: 30.12.2023 Hara: 30.12.2023

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




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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IIponykt H6yxnun® Dxenpecc (u6ynpoden + napaueramor), NOPOLOK /i IPUTOTOBJIEHHS pacTBOpa

JU1s ipueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2302611 Batch Quantity / : 17201.22 units /
Cepus Ne O6beM napTuu 17201.22 enunun
Analytical Report No. / : 890001708845 Date of Analysis / : 30.12.2023
AHanutuuecku oruer No Jara aHayiu3za
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2025
JlaTta mpou3BoACTBa ["onen no

Analysis performed according ND / Ananu3 nposesien no HJI: JII1-007239-300721

[ ONo

Test / IlokazaTesb

Result / PeayabTaThl

Specification / Hopma

claim) per sachet. / Ot 292,5 Mr 10 357,5 mr
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO CONEpXKaHUs) B
OJTHOM IMaKeTHKe.

12

Package / YnakoBka

5 gin a sachet of a combination
material (laminated
paper/LDPE/aluminum

foil/LDPE). 9 sachets and

5 g in a sachet of a combination material
{laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./ITo5rB

patient information leaflet in|nakeTuke u3 KOMOMHHPOBAHHOTO
carton pack. / Ilo 5 r B|Mmarepuana (laMUHUpOBaHHAs
MAKETHKE u3 | 6ymara/I[IDHI/anomMuHieBast
KOMOHWHHPOBaHHOTO donera/[IOHIT). Ilo 6 umd 9 mNakeTHKOB
Mmarepuana (JaMHHHPOBaHHAS |BMECTe ¢ HHCTPYKUHEH MO NPUMEHEHHIO B
6ymara/[I9HI1/antoMiHUeBas | MayKy KapTOHHYIO.
¢donera/IIOHII). Ilo 9
TaKEeTHKOB BMECTE c
HHCTPYKLHEH mno
NPUMEHEHHIO B navyKy
KapTOHHYIO.

13 |Labeling / MapkupoBka According to ND. / B cootserctBuu ¢ HJI.

14 | Storage conditions / Store below 25 °C. / [Ipu Temneparype He Bbile 25 °C.

XpaHnenue

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

JHara: 30.12.2023

Hara: 30.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
TTurotosneno: Agbresh IMposepedo: Santosh Kumar Onobpeno: Menemxep / PykosoanTens
Kumar W Maurya i Manoj Kumar A g ]

I :'\_}_.n‘ LL=3—
Reprint Date / Reprint Date / Reprint Date /

Hata: 30.12.2023

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




Dr.Reddy’s Qf"

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponykt U6yxmun® Dxenpece (ubynpoden + napaneramor), IOPOLIOK ISl IPUTOTOBIEHHS PacTBOpa
JUIsl ipueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302611 Batch Quantity / 1 17201.22 units /
Cepus Ne ObbeM napTuu 17201.22 equHuL
Analytical Report No. / : 890001708845 Date of Analysis / : 30.12.2023
AHanmutudeckuit otyeT Ne Jlata aHanu3za
Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
Jlata npou3BoAcTBa ["onen o
Analysis performed according ND / Ananu3z niposezen no HJT: JITT-007239-300721

ONe Test / IloxaszaTen Result / Pe3yabTars | Specification / Hopma

15 |Shelflife / Cpok rognocTn 2 years. / 2 ropia.

API name / HaumenoBanue APC:

Ibuprofen sodium dihydrate /
HoynpodeHa sarpus auruapar

Paracetamol / [Tapaneramon

upoussoanrens I'JID:

INN / MHH: Ibuprofen / MGynpoden Paracetamol / ITapaneramon
API manufacturer batch number / SB1F0029 APAPE2023060685
Homep cepun nponssonutensi AOC:

FP Manufacturer API Batch number /

Homep cepun cyocTanmm FEQAO00629 FEQA00345

BASF Corporation, USA /

API Manufactured by & country /
IIponzeogurens A®C, crpana:

BAC® Kopnopeiiuin, CILIA

Granules India Limited, India /
['panynec Wunus JJumuren, Humna

Remarks : The Product confirms to ND/

IIpumeuanne: [TponykT cooTBeTCTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrororncHo: Ambresh IIpoBepeno: Santosh Kumar OnoGpeHo: Meneusep / Pykosougieis
Kumar ﬁ// Maurya Manoj Kumar - /i

¢ o
Reprint Date / Reprint Date / Reprint Date /
Hata: 30.12.2023 Hara: 30.12.2023 Jara: 30.12.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




