Dr.Reddy’s Q¢

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

CEPTHOUKAT AHAJTHM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipomyxt U6ykma® Dkenpece (nbynpoden + naparieTamoi), NOPONIOK A1 IPUTOTOBIEHHS

PAcTBOpa IJIS TIpHEMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2302274 Batch Quantity / 1 25666.33 units /
Cepus Ne Obbem naptin 25666.33 eauuni
Analytical Report No. / : 890001701458 Date of Analysis / 1 22.11.2023
AHanutHyeckuil otyeT Ne Jara aHanuza
Date of Manufacture / : 11/2023 Date of Expiry / 1 1072025
Mara nponseoncrea I'open no

Analysis performed according ND / Ananus nposesen mo HJ[: JIIT-007239-300721

|

| N | Test / [TokazaTenn

| Result / PesyabraTsi

Specification / Hopma

1 |Description / Onucanue

White powder, with a
characteristic odor. /
Ilopomok 6Gemoro ngera ¢
XapaKTEPHBIM 3aIaxoM.

White to off-white powder, with a

characteristic odor. / Tlopowok ot 6enoro
JO MOYTH 6€JIOTo IBETa, C XapakTEPHbIM
3amnaxom.

2 |Reconstituted solution /
BoccranoBJieHHbI# pacTBop

- appearance / onucanue

Colou with a
characteristic odor, with small
amount of suspended particles.

Colourless

iaiUMn

becusetnrlii  pactBop ¢
XapakTepHBIM  3amaxoM, c
HEOONBIIHM KOJIHYECTBOM

B3BCIICHHBIX YACTHII.

Colourless solution with a

characteristic
odor shall be observed, may have small
amount of suspended particles. /
becuBeTHbI pacTBOp ¢ XapaKTepHBIM
3anaxoM, C BO3MOXHBIM COJEpXaHHEM
HEOONBIIOTO KONHYECTBA B3BELICHHBIX
YaCTHII,

Ne Test / IlokazaTean Result / Pe3ynbTatsl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
ueemnocmn CootBercTByeT exceed color intensity of reference

standard Bo. / PacTBop n0m%keH GbITh
OKpalleH He Oosiee HHTEHCHBHO, YeM
3TaJIoH Bo.

3 | Dissolution time /
Bpemsi pacTBopenus

01 min 05 sec/ 01 muH 05 cex

Not more than 5 min. / He 6osee 5 Mux.

4 | pH of solution / pH pactBopa

6.6

5.8t07.8./0t15,8 no 7,8.

Remarks : The Product confirms to ND/

Ipumeuanue: [Iponykr coorserctByet Tpebopanuam H]I

Conclusion : APPROVED /
3akawouenne: OJJOBPEHO

Hara: 22.11.2023

MHara: 22.11.2023

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

IToarorosneno: Ankit //& | IlposepeHno: Santct)?& Kumar Onobpeno: Menemkep Wn’renb
—~ Maurya 2— Abhishek Chauhan | A

Reprint Date / Reprint Date / Reprint Date / A

Hara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, 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

CEPTUDHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
Ilponykr WUoyknnu" Dxenpece (nGynpoden + napaneramon), TIOPOLLOK [Jisl NPUIOTOBNEHIS
pacTBopa Alisi npuemMa BHyTph, 400 Mr+325 mr
Batch No. / 1 V2302274 Batch Quantity / : 25666.33 units /
Cepis Ne Obnem maprin 25666.33 egunmni
Analytical Report No. / : 890001701458 Date of Analysis / ¢ 22.11.2023
AHanmuTHYecKui oTueT No Hara aHanuza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
Jlata npoussoacTea I'osmeH no
Analysis performed according ND / Aranus nposesen no HJT: JITT-007239-300721
Ne Test / llokasatens Result / Pe3yabTaThl Specification / Hopma ‘
5 [dentification / HoguAHOCTD Complies / The retention times of the main peaks
CoortBetcTBYyET in the chromatograms of test solutions
A) by HPLC / BIKX should correspond to those in the
— Ibuprofen / ubynpogpen chromatograms of reference standards
solution (Assay section). / Bpems
~ Paracetamol / napayemamon | YIEp)KHBAHHS OCHOBHBIX MHKOB Ha
XpoMaTorpaMmax HCIIBITYEMBIX
pPacTBOPOB JOMKHBI COOTBETCTBOBATH
BpeMeHaM YAEPKUBAHUS
COOTBETCTBYIOIMX OCHOBHLIX ITHKOB
Ha XpoMaTorpaMmax pacTBopa
CTaHIApTHBIX  0OpasuoB  (pasmen
«KonuecTBeHHOE OnpeneneHne).
B) by HPLC-UV / BO)XX-Y® Complies / When carrying out the "Assay" test, the
CootBeTcTRYET UV spectra of the test solutions should
— Ibuprofen / ubynpogen correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / ITpu
nposefieHuu Tecrta «KonuyecTsenHoE
OlNpe/ieNIeHUe» Y®-criektpsl
HCIBITYEMBIX  PAacTBOPOB  JOJDKHEI
COOTBETCTBOBATh Y®-cnexkTpam
CTaHIapTHBIX PacTBOPOB HOyMpodeHa
M Mapaieramorna.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT coorBeTCTBYET TpeboBausm HJ| 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosneHo: Ankit ﬂ INposepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoaurens
e Maurya P@:— Abhishek Chauhan X
Reprint Date / N Reprint Date / Reprint Date /
Hara: 22.11.2023 Jata: 22.11.2023 Hata: 22.11.2023

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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CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Woyknun™ Dxenpece (uGynpodien + napaieramon), HOPOIIOK Jyis NPUTOTOBIACHNSA
pacTBOpa AJis npHeMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2302274 Batch Quantity / 1 25666.33 units /
Cepust Ne O6vem napriu 25666.33 enunn
Analytical Report No. / : 890001701458 Date of Analysis / 1 22.11.2023
AHanuTHYecKk#it oTueT Ne Jlara aHanuza
Date of Manufacture / 0 11/2023 Date of Expiry / : 10/2025
Jlata nponssoacTsa lopen no

Analysis performed according ND / Ananus nposenen no HJI: JIT1-007239-300721

|_ Ne Test / IlokazaTens Result / PesyabTaTnl Specification / Hopma

6 |Particle size / Pazmep uacTun 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuu pasmepom MeHee
2 MM — He MeHee 95 %);

90 % Particle size less than 0.25 mm — not

less than 60 %. / yacTuu pasmepom
MeHee 0,25 MM — He mMeree 60
%.

7 [Water/Boga 52% Not more than 8.0 % w/w. / He 6onee

8,0 %.

8 [Related substances /
PoxcrBenHBIe npuMecH

- tbuprofen / ubynpoden

BDL (Disregard Area= 12194) /
Huxe nopora perucrpaiuu (ITP
=12194)

Below Disregard Limit / Huxe
HOpOra perucTpanuy )

Individual unidentified impurity - not
more than 0.15 %. / Equnuynas
HEUJEHTHOHUIMPOBAHHAs IIPUMECE - HE
6oinee 0,15 %.

Total impurities - not more than 0.5%.

/ Cymma npumeceit - ne 6onee 0,5 %.

Remarks : The Product confirms to ND/
IIpumeuanue: ITponykT coorseTcTByeT TpeboBanusaM HJ|

Conclusion : APPROVED /
3akiawoyenne: OJJOGPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Mara: 22.11.2023

Hara: 22.11.2023

Iloarororneno: Ankit ﬂ IIpoBepeno: Santosh Kumar - Onobpeno: Menemxep / Rykosoautens
,/ Maurya > Abhishek Chauhan R‘uk
Reprint Date / Reprint Date / Reprint Date /

Hata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr U6yxnun® Dxcnpece (M6ynpoden + napaueTamod), MOPOLIOK Uil MPUTOTOBJICHHUS
pacTBopa 1jisi npuema BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302274 Batch Quantity / : 25666.33 units /
Cepus Ne Ob6beM napTuu 25666.33 enunuIy
Analytical Report No. / : 890001701458 Date of Analysis / : 22.11.2023
AHanutHyecknii otyer Ne JaTta aHanu3za
Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
Jara npou3sojcTea T'onen no
Analysis performed according ND / Auanu3 nposenen no HJI: JITT-007239-300721

Ne | Test / IlokazaTenn [ Result / PezyasTaTsi Specification / Hopma

- paracetamol / napayemamon

=6546)

Below LOD (LOD = 0.01%) /
Hixe npenena KOJHYECTBEHHOIO
onpeneneHus (IIKO = 0.01 %)

BDL (Disregard Area= 6546) /
Huxe nopora peructpauuu ([1P

Below Disregard Limit / Hixe
opora perucTpaly )

INpumecs K - He bonee 0,15 %.

more than 0.10%. /Eaudauunas

donee 0,10 %.

9 |Uniformity of dosage units /
OnnopogHoCTL 103UPOBAHUS

- tbuprofen / ubynpogren

Checked by /
/ IIpoeepeno: Santo
| Maurya

D —

= more than 15.0. / [Tokaszatens
npuemMieMmocTh (AV) nomkeH OBITL He
6ouee 15,0.
PREGCCamolfnapauemano I Acceptance value (AV) should not be
more than 15.0. / Ilokazatens
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpoaykT coorBeTcTBYeT TpeGoBanusaM HJT 3axmouenne: OJOBPEHO
Prepared by / Approved by: Manager/Executive /
[TonrotoBneno: Ankit Kumar

Onobpeno: Menemprep,/ Pykosonurens
Abhishek Chauhan px\,\ \

Reprint Date /
Jarta: 22.11.2023

Reprint Date /
Hara: 22.11.2023

Reprint Date /
Iara: 22.11.2023

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: L85195AP1984PLCO04507

www.drreddys.com

Impurity K - not more than 0.15%. /

Individual unidentified impurity - not
HEMAECHTU(QULHUPOBAHHAS IIPUMECH - HE

Total impurities - not more than 0.5%.
CymMa npumMeceii - He 6ouee 0,5 %.

Acceptance value (AV) should not be




Dr.Reddy’s Q::‘

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
CEPTHOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoayxt U6yknun® Dxcrpecc (ubynpoder + napaueramot), MOPOIIOK IS IPUTOTOBICHHS
pacTBopa Jjis puemMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302274 Batch Quantity / 1 25666.33 units /
Cepust No O6beM napTuu 25666.33 enuHuIy
Analytical Report No. / : 890001701458 Date of Analysis / 1 22.11.2023
AHaJuTHYeCKuH oTyer No IlaTta aHanuza
Date of Manufacture / 1 11/2023 Date of Expiry/ : 1072025
Jarta npoussojcTea I'ozmen o

Analysis performed according ND / Ananus nposenen no HJT: JITT-007239-300721

L Ne |

Test / Iloka3zaTenanp

Result / PesyabTaTtsl

Specification / Hopma |

npuemnemMoctu (AV) 10/bkeH 6bITh HE |
bonee 15,0.

10 | Microbial limits

MukpobuosiornyecKkast YHCTOTA

/

NIL CFU/g/
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
OrcyTcTBYET B 1T

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

Obuiee 4UCII0 a3po6HBIX
MHUKPOOPTraHU3MOB - He Oonee 1000
KOE/r.

b) Total combined yeasts and
mould - not more than 100 CFU/g. /
Ofmee  uyuCO  JOPOXOIKEBBIX U
niecHeBblx rpubos - He Gomee 100
KOE/T.

c) Escherichia coli - shall be absent per
1 g./ Escherichia coli - orcyrcteue B 1
r.

11 | Assay / KosiyecTBenHOe |
onpeaenenne
- ibuprofen / ubynpogen 393.6 mg (98.4%) /

393.6 mr (98.4%)

360.0 mg to 440.0 mg of Ci3H;50;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr o
440,0 mr C13H1302 (ubynpoden) (ot

90,0 % no 110,0 % OoT HOMUHANBHOTO

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT coorBeTcTBYeT TpeboBaHMsAM HJ|

Conclusion : APPROVED /
3akmouenune: O JOBPEHO

Prepared by /
IToarorosineno: Ankit

B

Checked by /
ITpoBepeno: Santosh Kumar
Mautya (AN

Approved by: Manager/Executive /

OnobpeHo: Menemxe@{f) ONINTEND
Abhishek Chauhan (

Reprint Date /
Haia. 22.11.2023

Reprint Date /
Hard. 22.11.2023

Reprint Date /
Jara: 22.11.2023

\

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, 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. Sofan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipomyxt U6ykmmn® Dxcnpecc (M6ynpodeH + napaieramo), HOPOUIOK ISl IPUTOTOBJIEHHUS

pacTBopa Asd npueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302274 Batch Quantity / 1 25666.33 units /
Cepus Ne O6beM napTuu 25666.33 equHul
Analytical Report No. / : 890001701458 Date of Analysis / : 22.11.2023
Amnanutnueckuii ordeT Ne JlaTa ananusa
Date of Manufacture / : 11/2023 Date of Expiry / . 10/2025
Hata npon3Boacrea T'onen no
Analysis performed according ND / Ananus nposeaen no HJT: JIT1-007239-300721

| Ne Test / [Tokazatean

Resull / PezyabTaTh

Specification / Hopma

- paracetamol / napayemamon

320.5 mg (98.6%) /
320.5 mr (98.6%)

coJiepxaHus) B OJHOM MaKETHKE.

292.5 mg to 357.5 mg of CgHsNO,
(paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 Mr
no 357,5 mr CsHoNO; (mapaueramon)
(for 90,0% nmo 110,0 % or
HOMHHA&IBHOTO COJIEPXAHUS) B OMHOM
HaKETHKE.

12 |Package / Ynakoexa

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

foil/LDPE). 6 sachets and patient
information leaflet in carton pack. /

I[lo 5 r B TNakeTdke U3
KOMOMHUPOBaHHOTO  MaTepuana
(TaMuHupOBaHHAs
6ymara/[IDHIl/anmoMuHueBas

donera/[I9HII). Ilo 6 mnakeTukos
BMeCTE C  WHCTPYKIHEH 1o
NPUMEHEHHIO B MAYKy KapTOHHYIO.

5 g in a sachet of a combination |
material (laminated
paper/LDPE/aluminum foil/LLDPE). 6
or 9 sachets and patient information
leaflet in carton pack. / Ilo 5 r B

MaKeTHke U3 KOMOMHHPOBAHHOTO
Marepuaa (lTaMHHHpPOBaHHAS
6ymara/I[I1OHIT/amomuHneBas

¢onera/[IOHIT). Ilo 6 wmu 9

HAKETHKOB BMECTE C I/IHCprKHPIeﬁ no
[IPUMEHEHUIO B MMa4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITIpumeuanue: IIponykt coorseTcTBYET TpeboBanuam HJT

3axmouenne; OJJOBPEHO

Prepared by /
IMoarorosieno: Ankit

=

Checked by /
ITpoeepeno: Santogh Kumar
Maurya

—_—

Approved by: Manager/Executive /
Onotpeno: Menenxkep /\PykoBoAnTENb
Abhishek Chauhan \

Reprint Date /
Jara: 22.11.2023

Reprint Date /
Jata: 22.11.2023

Reprint Date /
Hara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



‘.. Dr. Reddy's Laboratories Ltd.

/ °® Formulation Unit-6

Dr‘ Reddy S L Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[poaykr : H6ykmuu® Dkcnpecc (ubynpodeH + napaneTamon), HOPOLIOK JJisi PUTOTOBIEHHUS
pacTBopa /s pueMa BHYTpb, 400 Mr+325 mMr
Batch No. / : V2302274 Batch Quantity / 1 25666.33 units /
Cepus Ne O6bem naptuu 25666.33 enmHuL
Analytical Report No. / : 890001701458 Date of Analysis / 1 22.11.2023
AHanutuueckuil otuer Ne Jara ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
JlaTa mpou3BoACTBa Togen no

Analysis performed according ND / Aranu3 nposeged no HJI: JII1-007239-300721

Ne Test / Ilokazareib : Result / Pe3yabTaThl | Specification / Hopma
13 |Labeling / MapkupoBka | According to ND. / B cootsetctauu ¢ HJI,
14 |Storage conditions / Store below 25 °C. / ITpu Temnepatype He Bbire 25 °C.
Xpanenue
15 | Shelf life / Cpok rognocrn 2 years. / 2 roja.
API name / HaumenoBanue ADC: Tbuprofen sodium dihydrate /
Paracetamol / [Tapaneramon
HUbynpodena HaTpus AUrUapat
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / Ilapaueramon
API manufacturer batch number / SB1F0061 APAPE2023060684
Homep cepun npounssoaureas ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTanuun FEQAO00014 FEQA00344
npoussoauTens IJID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIpouzBogutens ADC, crpana: BAC® Kopmopeiims, CIHA I'panynec Munus Jlumuren, Uunus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IlponykT cooTBeTCTBYeT Tpeboranusm HIJ 3akmodenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit ﬁ IIposepeno: San}cgl\l’ Kumar Opobpeno: Menenxep\/ Pykosogurens
/ Maurya p— Abhishek Chauhan
Reprint Date / i Reprint Date / Reprint Date / ) \
Hara: 22.11,2023 Hara: 22.11.2023 Jara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




