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CERTIFICATE OF A

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

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

NALYSIS Tel:+91 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoayxkr N6yknun® Jxenpece (ubynpoden + IapaneTaMmoJt), NOPOLIOK AJst NPUTOTOBJIEHUS

pacreopa AJsg NpuemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2201949 Batch Quantity / : 169010.00 units /
Cepus Ne O0bem napTun 169010.00 ennuuy
Analytical Report No. / : 890001618059 Date of Analysis / : 05.10.2022
AHaJUTHYECKHI oTdeT No JlaTa ananm3za |
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
JaTa npou3BoacTea I'ogeH no

Analysis performed according ND / Anajin3 nposeaen mo HJI

: JI1-007239-300721

~Ne | Test/Tokazarean Result/ Pesynbratel | Specification / Hopma |
1 | Description / Onncanue White powder, with| White to off-white powder, with a
characteristic odour. /| characteristic odor. / [Topoiok ot 6enoro

[Topoutok 6Genoro ngera c| go modtu 6enoro LBeTa, C XapaKTEPHBIM

XapaKTEPHBIM 3amnaxo

XapaKTEpPHbIM 3aMaxoM.

M. 3arnaxom.

UEEMHOCHIb

2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccTanoBaeHHbII pacTBOp odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue becuBeTHbIlf pacTBOp € XapaKTepHBIM
| 3aMaxoM, C BO3MOXHBIM COJEpXXaHUEM
HeOONBIIOrO  KOJNMYECTBA  B3BELIECHHBIX

B YaCTULL.
- Color of the solution / Complies / Color intensity of the solution does not
CooTBeTCTBYECT exceed color intensity of reference standard

Bo. / PactBop momxeH ObITh OKpalleH HE
6onee HHTEHCUBHO, YeM STalloH Bo.

3 |Dissolution time /
Bpems pacTBopeHHs -

01 minute 03 seconds

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

4 pH of solution / pH pacteopa 6.7
|

5.81t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Ankaj Verma Checked by / Naresh Kumar

T[1oAroToBNEHO: f{ IIpoBepeHo: Q

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Meunemxep / PykoBoanteb

——r T

Print Date /05.10.2022 Print Date /05.10.2022
Jara: Jlara:

Print Date /05.10.2022
Jarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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‘.. 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

CEPTUPHUKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg o
Mpoaykr : HUOykauu® Dkenpece (ubynpoden + napaneramoun), MOPOIIOK AJISl IPUTOTOBJICHUS
pacTBOpa AJsl NpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2201949 Batch Quantity / : 169010.00 units /
Cepus Ne O0bem napTuu 169010.00 envnmy,
Analytical Report No. / : 890001618059 Date of Analysis / : 05.10.2022
AHnanuTnyeckuii oryet Ne JlaTa anannza |
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
JaTa npou3BoJcTBa T'ogen no
Analysis performed according ND / Asanus nposeaen mo HJI: JITI-007239-300721 B
Ne ‘ Test / IToka3zaTens | Result / PesynbraThl | Specification / Hopma -
5 Identification / HogtuauOCTD ‘ The retention times of the main peaks in the
chromatograms of test solutions should
) by HPLC/BIKX | correspond to those in the chromatograms of ‘
— Ibuprofen / ubynpodgpen Complies / reference  standards  solution (AssayI
CooTBeTcTBYET section). / Bpems yRepxuBaHUS OCHOBHBIX
— Paracetamol / napayemamon NMKOB Ha XpoMmaTorpaMmax HCHblTyeMle‘
pacTBOPOB  JOJKHBI  COOTBETCTBOBATD |
BpeMeHaM YAepKHBaHUS
COOTBETCTBYIOIIHX OCHOBHBIX [HKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHJAPTHBIX
obpazuoB  (paznen  «KonuyecrBenHoe
- - OIPELENCHHEY).
'\B) by HPLC-UV / BO)KX-Y® When carrying out the "Assay" test, the
UV spectra of the test solutions should
~ Ibuprofen / ubynpoden Complies / correspond to those of ibuprofen and
— Paracetamol / napavemamon CooTBeTcTBYET paracetamol standard solutions. / Ilpu
| npoBefieHun  Tecta  «KonmudectBeHHOE
onpenencHre» YO-cnexTpsl UCMIBITYEMBIX
| paCTBOPOB OJIKHBI COOTBETCTBOBaTh Y D-
| ciekTpam CTaHIAPTHBIX pacTBOpoOB
ubynpodeHa 1 napameramorna.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: ITpoaykT cooTBeTcTBYET TpeOoBauusm HJJ 3axmwuenue: OJIOGPEHO
Prepared by / Ankaj-Yerma Checked by / Naresh Kumar Approved by: Manager/Executive / Manoj Kumar
IToarorosneHo; }\/ IIpoBepeHo: @ Onobpeno: Menemxep / Pykosoaureis
= r'h)%ﬂ,ﬂ,p
Print Date /05.10.2022 Print Date /05.10.2022 Print Date /05.10.2022
Jara: Hara: 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
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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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg_ R

Product

Mpoaykr U6yknmun® Dxenpecce (ubynpoden + napaneramos), NOPOMIOK AJIsl HPHTOTOBJIEHHS
pacTBopa AJist npueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2201949 Batch Quantity / : 169010.00 units /

Cepusa No O6bem napTuu 169010.00 enunuig

Analytical Report No. / : 890001618059 Date of Analysis / : 05.10.2022

| AHAJIHTHYECKHIi 0T4eT No JaTa aHanu3a

Date of Manufacture / : Sep. 2022 Date of Expiry/ : Aug. 2024

HaTta npouseoacTBa T'ozen no

Analysis performed according ND / Ananu3 nposeaed no HJI: JIII-007239-300721

—eT——

Test / [Toka3zaTean

| Result/ Pesyabratsl

Specification / Hopma

Particle size less than 2 mm — not less

than 95 %; / YacTtuy pasMepoM MeHee 2 MM

— He MeHee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / 9acTuil pasmMepoM MeHee
0,25 MM — He MeHee 60 %.

PO).ICTBeHHble IIPHMECH

- ibuprofen / ubynpoghen

- paracetamol / napayemamon

6 IParticle size / Pa3mep wacTHi 100 %

94 %

7 'Water / Bona ] 5.0 %
8 |Related substances /

Less than LOQ (L0OQ:0.04%)

Less than LOQ

Below limit of Detection (LOD:
0.01%)
BDL(Below Disregard area 7892)

Not more than 8.0 % w/w. / He 6onee 8,0 %. i

Individual unidentified impurity - not more '

than 0.15 %. / Equuuuynas
HEeHACHTH(HLHMPOBAaHHAS IPUMECH - HE
6onee 0,15 %.

Total impurities - not more than 0.5%.
Cymma npumeceii - ne 6onee 0,5 %.

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

/

Individual unidentified impurity - not more

than 0.10%. / EnuHuyHas
HeuaeHTUPULIUPOBAHHAS TPUMECH - HE

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykt cootBeTcTBYET TpeboBanusm H]J

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Ankaj yerma
[Toxrorosnexo: ﬁ/

Checked by / Naresh Kumar
IposepeHo:

3

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemkep / Pykooantenb

Print Date /05.10.2022
Jlara:

Print Date /05.10.2022
JHara:

Jara:

Print Date /05.10.2022
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‘ Do Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg_ ]
Npoaykr : Weykaun® Dxenpece (ubynpoden + napaneramont), IOPOLIOK AJIS PUTOTOBAEHUS
__pacTtBOpa AJ1A npHemMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2201949 Batch Quantity / : 169010.00 units /
Cepus No O6bem mapThu 169010.00 enunny
Analytical Report No. / : 890001618059 Date of Analysis / : 05.10.2022
AunanurTudeckuii oTyeT No JlaTa ananuza -
Date of Manufacture / : Sep. 2022 Date of Expiry / ¢ Aug. 2024
JlaTa npou3BoacTBA Topen go
Analysis performed according ND / Auaau3s nposeaen nmo HJI: JII1-007239-300721
Ne '_ ~ Test/ Iokasaren - | Result / PesyibTaTsl Specification /H_apMa ]
Below Disregard Limit (osee 0,10 %. |
|

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

9 |Uniformity of dosage units /

OaHOpOAHOCTH AO3MPOBAHUS

- ibuprofen / ubynpodghen 3.8 Acceptance value (AV) should not be more
than 15.0. / IlokazaTesnb npueMaeMocTi
| (AV) pomxeH ObITh He 6onee 15,0.

et 2.8 'Acceptance value (AV) should not be more
P pau than 15.0. / [lokazarens npreMieMocTH

(AV) nomxen 6biTh He 6osee 15,0.

10 | Microbial limits /
Mukpobuoaornyeckas YHcToTa NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /

O01ee Yncno adpodHbIX MUKPOOPraHM3MOB
- He 6onee 1000 KOE/T.

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

O01ee 4MCNO JPONOKEBBIX M IMJIECHEBBIX
rpnbos - He 6onee 100 KOE/T.

Absent c¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcreue B 1 r,

NIL CFU/g

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorBercTBYeT TpebGoBanusm HJT 3aknouenue: OJJOBPEHO
Prepared by / Ankaj Verma Checked by / Naresh Kumar Approved by: Manager/Executive / Manoj Kumar
[oaroroBneHo: / IlpoBepeno: Onobpeno: Menemxkep / Pykosoantens
K- 6 il

- 2~ i O
Print Date /05.10.2022 Print Date /05.10.2022 Print Date /05.10.2022
Jlara: Hara: 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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.

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 AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg —
Mpoaykr : HGyxkaun® Dkenpece (uGynpoden + napaneramo.n), NOPOUIOK AJIs1 TPUTOTOBJAEHHS
pacTBopa AJs npHemMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2201949 Batch Quantity / : 169010.00 units /
Cepus Ne O6bem napTuu 169010.00 exquHiy
Analytical Report No. / : 890001618059 Date of Analysis / : 05.10.2022
AHanuTHuyeckuii oT4yeT No Jara ananuza |
Date of Manufacture / : Sep. 2022 Date of Expiry/ 1 Aug. 2024
JlaTa npousBoacTB2 T'ogen no
Analysis performed according ND / Ananu3s nposeaes mo HJI: JIIT-007239-300721
11 | Assay / KosnnuectBenHoe | |
onpejaeneHue
- ibuprofen / uoynpodghen 397.2 mg (99.3 %) 3600 mg to 440.0 mg of C;3His0: |
397.2 mr (99.3 %) (ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3HigO2 (ubympoden) (ot 90,0 % mo
110,0 % OT HOMHHANBHOIrO COZlEPIKAHUS) B
OJIHOM MaKeTHKe.
- paracetamol / napayemamon 324.2 mg (99.7%) 2925 mg to 357.5 mg of CsHoNO»

324.2 mr (99.7%)

(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr 1o 357,5 mr
CsHoNO; (mapaueramon) (ot 90,0 % no
110,0 % OT HOMUHAJILHOTO COAEPXKAHMS) B |
OJIHOM TaKeTHKe.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Anl\?\' erma
[ToaroTosJieHo: A ;
" /

Checked by / Naresh Kumar

[Tpoeepeno: @/

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

L

Print Date /05.10.2022
Hara:

Print Date /05.10.2022
Jlara:

Print Date /05.10.2022
Jara:
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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

AHaIMTHYECKHH oTueT No

CEPTUDPUKAT AHAJIU3A
Product ¢ Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg R
Mpoayxr : H6ykmun® Jxenpece (uGynpodeH + mapaneramon), NOpOLIOK AJsi NPUTFOTOBJIEHHS
| pacrTeopa ISt npHemMa BHYTphb, 400 Mr+325 mr |
Batch No. / 1 V2201949 Batch Quantity / : 169010.00 units /
Cepusi Ne O6bem napruu 169010.00 enuuuL
Analytical Report No. / : 890001618059 Date of Analysis / : 05.10.2022

Jarta ananusa

Jata npoussoactea

Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024

TI'ogen no

Analysis performed according ND / Ananu3z nposeaen no H: JITI-007239-300721

12 | Package / YnakoBka

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

material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 9 sachets and!information leaflet in carton pack./ITo 5r 8|
patient information leaflet in makeTnke u3 KOMOWHHPOBAHHOTO
carton pack. / Ilo 5 r B| MmaTepuana (naMuHHMpOBaHHAS
naKeTUKe u3 | 6ymara/[19HIl/antomunueBas

KOMOHHHPOBAHHOTO donera/[15HIN). Tlo 6 unu 9 makeTukos

Matepuaia (JaMHHUPOBaHHAs |BMECTE C MHCTPYKIHEN NO NPUMEHEHHUIO B |
Oymara/[TOHIT/antoMutuneBas | nauky KapTOHHYIO.
donbra/TIDHII). Ilo 9

MaKETUKOB BMecTe c|

: MHCTpYKIHeii 1o
MPUMEHEHHIO B MauKy |
KapTOHHYIO.

13 'Labeling / MapkHpoBKa

According to ND. / B cootercrauu ¢ HJI.

14 |Storage conditions /
Xpanenne

Store below 25 °C. / [1pu Temnepatype He Boiwe 25 °C.

15 |Shelf life / Cpok roguocTu

2 years. / 2 ropa. i

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanwue: IIponykr cootBercTByeT TpeboBanusmM HJI 3akmouyenne: OJOBPEHO
Prepared by / Ankaj Verm Checked by / Naresh Kumar Approved by: Manager/Executive / Manoj Kumar
IloarororneHo: ﬁ - IIpoeepeno: @ Onobpeno: Menemxkep / PykoBoauTensb
')
Print Date /05.10.2022 Print Date /05.10.2022 Print Date /05.10.2022
Hara: Hara: Hara:
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