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Formulation Unit-6

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

CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponykr U6ykmmu® Dxcnpecc (ubynpoden + napaneramon), MIOPOLIOK AJIsl IPUTOTOBJICHHUS

pacTBopa AJist npueMa BHYTpb, 400 mMr+325 mr

Batch No. / 1 V2302277 Batch Quantity / : 25396.33 units /
Cepust Ne O6bem napTuu 25396.33 enunun
Analytical Report No. / : 890001701892 Date of Analysis / 1 27.11.2023
AHanutndeckuii oryer Ne JlaTta aHanusza
Date of Manufacture / 1 10/2023 Date of Expiry / : 09/2025
Jara npousgojcTea I'ozen oo
Analysis performed according ND / Auanus nposeaen no HJI: JITT-007239-300721

r_.N'Q Test / ITokazaTenn . Result / Pe3yabTaTel ] Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopotiok ot 6enoro
[Topowrok Genoro 1uBeTra c¢| 10 NOYTH GENOTO LBETA, C XAPAKTEPHBIM
XapaKTepHbBIM 3aMaxOM. 3aMaxoM.
2 [[Reconstitutedvsslutiony/ Colourless solution with a|Colourless solution with a characteristic
BoccraHoBJ1enHblii pacTBOp characteristic odor, with small | odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /
- appearance / onucanue Becusetnpiii  pactBop ¢ | BecuBeTHBI pacTBOp ¢ XapakTepHBIM
XapaKTEepHBIM  3allaxoM, C| 3amaXxoM, C BO3MOXHBIM COZEpXKaHHEM
HeboIpUTM KOJIMYECTBOM | HEOOMBIIOrO KOJUYECTBA B3BELICHHBIX
B3BELHEHHBIX YaCTHUL. YACTHII,
- N Test / Ilokazarenn Result / Pe3yabTaTsl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
UBEMHOCHIb CooTBeTcTBYET exceed color intensity of reference
standard By. / PacTBop moyxeH ObITH
OKpallicH He 6oJiee MHTEHCHBHO, YeM
L ) 3Taj10H By,
3 |Dissolution time / 01 min 03 sec/ 01 mun 03 cek | Not more than 5 min. / He 6051ee 5 muH.
- Bpems pacTBopeHus
4 | pH of solution / pH pacrBopa 6.7 5.8t07.8./0t15,8 no 7,8.

Remarks : The Product confirms to ND/

ITpumeyanmne: I[TponykT cootBeTcTBYeT TpeGopanusm HJT

Conclusion : APPROVED /
3akmaouenue: OJJOFPEHO

Prepared by / Checked by /

4

Approved by: Manager/Executive /

/

Hata: 27.11.2023

Jara: 27.11.2023

IMoarorosneno: Pravesh Rana | ITposepeHo: Santos{g(umar Onobpeno: Menemxep / PykoBomurens ﬂ}‘m (L
Maurya = Manoj Kumar = |
Roeprint Date / Reprint Date / Repriit Date /

Hata: 27.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drrzddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6byknuu® Sxcnpece (Mbynpoden + napaneramonn), MOPOLLIOK AJIsL TPUTOTOBJIEHUS
pacTBopa AJid npueMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302277 Batch Quantity / : 25396.33 units /
Cepust Ne O6bem naptun 25396.33 eauuuny
Analytical Report No. / : 890001701892 Date of Analysis / 1 27.11.2023
AHanutuyeckuii oryer Ne Jlata aHanuza
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jata nponsBoacTsa loznen 1o
Analysis performed according ND / Auanus npogesen mo HJI: JITT-007239-300721
No Test / Iloxa3zarteb Result / Pe3yabTaThI ‘. Specification / Hopma ]
S [Identification / [ToAnHEEOCTD Complies / The retention times of the main peaks |
P CooTBeTCTBYET in the chromatograms of test solutions
Al by BELC Y BIRX g should correspc%rrld to those in the
— [Ibuprofen / udynpodhen chromatograms of reference standards
solution (Assay section). / Bpewms
— Paracetamol / napayemamon YNIepKHBAHKA OCHOBHBIX MHKOB Ha
XpoMaTorpaMmax HCTIBITYEeMBIX
pPacTBOPOB JIOIKHBI COOTBETCTBOBATH
BpeMeHaM YAEPKUBaHUS
COOTBETCTBYIOLIMX OCHOBHBIX IHKOB
Ha XpoMmaTorpaMmmax pactBopa
CTaHAapTHeIX  oOpa3uoB  (pasmen
- «KoyM4ecTBEHHOE ONpeAcIicHUE).
B) by HPLC-UV / BOXX-Y & Complies / | When carrying out the "Assay" test, the
CooTBeTcTBYET UV spectra of the test solutions should

— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoeeaeHud tecta «KonuuyecTBeHHoe

CTaHJAPTHBIX PacTBOpOB HOympodeHa
1 Napaneramona.

OINpeeNCHUE» Y®-crekTper
HCIBITYEMBIX  PACTBOPOB  JIOJDKHEI
COOTBETCTRBOBATh Yd-cnekrpam |

Remarks : The Product confirms to ND/

ITpumeuanne: [Tpoaykr coorBeTcTBYET TpeHoBannsam HJT

Conclusion : APPROVED /
3axiawuenne: OJJOBPEHO

Prepared by / /L
IToarorosneno: Pravesh Rana
Maurya

Checked by /
ITposepeno: Sant {umar
pospns Semogh

—

Approved by: Manager/Executive / N
Onobpeno: MeHemxep / PyKOBOIHTENE ?h\.,
Manoj Kumar

ol

gL

Reprint Date /
Hata: 27.11.2023

Reprint Date /
Hara: 27.11.2023

Reprint Date /
Jara: 27.11.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykt U6yknun® Dkcnipecc (M6ynpodeH + napaLeTamor), IOPOIIOK /s IPUTOTOBNEHHUS
pacTBopa Jijis npuemMa BHYTpb, 400 Mr+325 mr
BatchNo. / 1 V2302277 Batch Quantity / : 25396.33 units /
Cepus No O6nem napTuu 25396.33 eanHun
Analytical Report No. / : 890001701892 Date of Analysis / : 27.11.2023
AHaJMTH4YeCKHH oTueT Ne Jara aHanuza
Date of Manufacture / : 10/2023 Date of Expiry / : 0972025
JaTa npousBojacTea T'onen no
Analysis performed according ND / Ananus nposened no HJI: JIT1-007239-300721

~Ne | Test/Tlokasareas | Result / Pe3yasTaTsl | Specification / Hopma

6 |Particle size / Pa3mep yacTnn : 100 % | Particle size less than 2 mm — not less
than 95 %; / YacTul pasmMepoM MeHee
2 MM — He MeHee 95 %;

94 % Particle size less than 0.25 mm — not
less than 60 %. / yactul pazmepom
MeHee 0,25 MM — He MeHee 60
%.
1
7 |Water / Boaa 5.0% Not more than 8.0 % w/w. / He Gonee
- 8,0 %.
8 |Related substances/

PoacreBennnie npuMecu

- ibuprofen / ubynpodghen

BDL (Disregard Area= 12349) /
Huxe nopora pernctpauuu (ITP
=12349)

Below Disregard Limit / Huxe
NIOpOra perucTpalium)

Individual unidentified impurity - not
more than 0.15 %. / EqunnyHas
HeUJCHTU(PHLUPOBAHHAS IPUMECH - He
6onee 0,15 %.

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

Remarks : The Product confirms to ND/

IIpumedanne: IIpogykt coorBeTcTBYET TpeOoBaHUAM HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / 4/
IloarorosneHo: Pravesh Rana

Maurya

Checked by /
IIpoeepeno: Sant h Kumar

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

]

Reprint Date /
Hata: 27.11.2023

Reprint Date /
Hara: 27.11.2023

Reprint Date /
JHara: 27.11.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product . Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxkr : Hoykamu" Dkenpece (ndynpoden + napaueramon), NOPOLIOK AMs MPHIOTOBNEHHS
pacTBOpa IS TipueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2302277 Batch Quantity / : 25396.33 units /
| Cepuist Ne Ob6weM naptin 25396.33 epunn
Analytical Report No. / : 890001701892 Date of Analysis / 1 27.11.2023
Ananitrdeckuii otueT Ne JlaTa aHanu3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jlata npon3soacTea T'oneH 1o
Analysis performed according ND / Ananus nposeaen no HJI: JII1-007239-300721

Ne Test / IlokazaTenn Result / PesyabTaTnl Specification / Hopma ‘

- paracetamol / napayemamon Below LOD (LOD = 0.01%) / Impurity K - not more than 0.15%. /
Huxe npenena konnuectsenHoro  |[Ipumecs K - ne 6onee 0,15 %.

onpeaenenus (ITKO = 0.01 %)

BDL (Disregard Area= 6244) /

Hinke nopora peructpauun (IIP Individual unidentified impurity - not

more than 0.10%. / Equnnynas

=6244) HeHeHTHOUIIUPOBaHHAS IPUMEChH - HE
Gonee 0,10 %.

Below Disregard Limit / Hike Total impurities - not more than 0.5%.

ropora perucTpalyy ) Cymma nipumeceii - He 6onee 0,5 %.

9 |Uniformity of dosage units /

OaHOPONHOCTH J03UPOBAHHUS

- ibuprofen / ubynpogen 37 Acceptance value (AV) should not be
’ more than 15.0. / [ToxazaTens

npueMaeMocTd (AV) 10JKeH ObITh He

bonee 15,0.
nRangceta ol it aRaH e AT 3.0 Acceptance value (AV) should not be
more than 15.0. / IlokazaTens
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusaM H/I Zakmouenue: OJJOBPEHO
Prepared by / & Checked by / Approved by: Manager/Executive / =
[MoarorosneHo: Pravesh Rana | ITpoBepeHo: Santosh Kumar Onobpeno: Menemkep / PykoBoAnTE b %@;W{
Maurya - Manoj Kumar |
Reprint Nate / Reprint Date / Reprint Date /
Hara: 27.11.2023 Hara; 27.11.2023 Jara: 27.11.2023

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984FLC0O04507
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

CEPTH®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6yknun® Dkcnpece (u6ynpoden + mapareramosn), HOPOLIOK s IPUTOTOBNSHHS
pacTBopa M pueMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2302277 Batch Quantity / 1 25396.33 units /
Cepus No O6bveM napTun 25396.33 equnuu
Analytical Report No. / : 890001701892 Date of Analysis / : 27.11.2023
AHanuTuueckuit otyeT Ne Jarta ananmnza
Date of Manufacture / : 10/2023 Date of Expiry/ 1 09/2025
Jara nponssojacTaa l'ogen o
Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-007239-300721
[ Ne | ~ Test/ ITokazaresnb Result / Pe3ynbTaThl Specification / Hopma
' npuemnemMoctt (AV) f0oMKeH ObITh He
Gonee 15,0.
10 | Microbial limits /
Mukpo6uosornyeckasi YHCTOTA a) Total aerobic microbial count -
NIL CFU/g/ not more than 1000 CFU/g. /
KOE/r O01ee 4UCJI0 a3pOOHBIX
MUKpPOOpraHu3smMoB - He Oonee 1000
KOE/T.
b) Total combined yeasts and
NIL CFU/g / mould - not more than 100 CFU/g. /
KOE/r Obuiee  4YHCIO  APOXOKEBBIX U
IUICCHEBBIX T'puboB - He Oonee 100
KOE/T.
Absent per 1 g/ c) Escherichia coli - shall be absent per
OrcytcTByet B 1T 1 g./ Escherichia coli - orcytcTBHE B 1
r.
11 | Assay / KonanuecTBeHHOE
onpenesieHue
- ibuprofen / uéynpodghen 398.6 mg (99.7%) / 360.0 mg to 440.0 mg of Ci3HisO»
398.6 mr (99.7%) (ibuprofen) (90.0 % to 110.0 % oflabel
claim) per sachet. / Ot 360,0 mMr mo
440,0 mr C13H 130, (ubympoden) (ot
90,0 % no 110,0 % 0T HOMHHAJILHOIO

Remarks : The Product confirms to ND/

Ilpumeuanne: [Tpoayyr cootBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / 47
ITonroroeneno: Pravesh Rana

Maurya

Checked by /
IIposepeno: Santosh Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoanrens
Manoj Kumar

e

Reprint Date /
Jara: 27.11.2023

Reprint Date /
Hara: 27.11.2023

Reprint Date /
Hata: 27.11.2023

Registered Office: 5-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
wwv.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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoaykt W6yxmun® Dxcnpece (M6ympoden + mapaneramont), HOPOLIOK 15 HPUIrOTOBJICHHS
pacTBopa AJid nprema BHYTpb, 400 mr+325 mr
Batch No. / 1 V2302277 Batch Quantity / : 25396.33 units /
Cepus Ne O6bem mapTHu 25396.33 enunKL
Analytical Report No. / : 890001701892 Date of Analysis / 1 27.11.2023
Anauruyeckuit otyet Ne Hata aHanuza
Date of Manufacture / 1 10/2023 Date of Expiry / 1 09/2025
JlaTta npou3BoACTRA T'onen no
Analysis performed according ND / Axanus nposejen no HJT: JIT1-007239-300721
Ne Test / Iloka3zaTean Result / Pe3yabTaTsl Specification / Hopma §

- paracetamol / napayemamon

326.3 mg (100.4%) /
326.3 mr (100.4%)

co,uepmaﬂm) B OJHOM IaKCTHUKE.

|label claim) per sachet. / Ot 292,5 mr

292.5 mg to 357.5 mg of CsHoNO;
(paracetamol) (90.0 % to 110.0 % of

1o 357,5 mr CgHyNO; (napaueramonn)
(or 90,0% mo 110,0 % or
HOMHHAJIBHOTO COAEPHAHHUS) B OJHOM
NaKeTHKeE.

12 |Package / YnakoBka

5 g in a sachet of a combination

material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and patient
information leaflet in carton pack. /
Ilo 5 r B [akeTuke u3s
KOMOWHHPOBAaHHOTO  Marepuaia
(1TaMMHUpOBaHHAas
6ymara/[1OHIT/anromuHueBas
¢onera/[IGHII). Tlo 6 makeTHkKoOB
|BMeCTE  C HHCTpyKUMel  mo
‘ NPHMEHEHHIO B TIa4Ky KapTOHHYIO.

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. / Ilo 5 r B
HakeTike U3 KOMOWHHPOBAHHOIO
Mmarepuana (naMUHUpOBaHHAS
6ymara/[13HIT/antomuHueBas
¢onera/I[IOHIT). Tlo 6 wmu 9
MaKeTUKOB BMECTe C WHCTPYKLHeH Mo
TIPHMEHEHHIO B Ma4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponyxy coorBetcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Hata: 27.11.2023

Hara: 27.11.2023

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

IToarorosneHo: Pravesh Rana | IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBonuresns @
Maurya (= Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 27.11.2023

Registered Office: &-2-337, Road No. 3, Banjzra Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 43900 2900, Fax: +91 11 4300 2895, Email: mail@drreddys.com

CIN: L851U5AP1984PLCO04507
vrww.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykr U6yknmun® Drcnpecc (ubynpodeH + napalueTamolr), HOPOLIOK JUIsl IPUTOTOBJIEHHUS!
pacTBOpa A npueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302277 Batch Quantity / : 25396.33 units /
Cepus Ne O6bem naptun 25396.33 eguuun
Analytical Report No. / : 890001701892 Date of Analysis / 1 27.11.2023
Ananutuieckuit oruer Ne JaTta ananuza
Date of Manufacture / 1 10/2023 Date of Expiry / : 09/2025
JlaTa npon3BOACTBA ToneH [o
Analysis performed according ND / Ananus nposezed no H/JI: JI[1-007239-300721
[ Ne | Test / Tlokasaren ] Result / Pe3yabTaThl | Specification / Hopma
13 |Labeling / MapkupoBka According to ND. / B cootercteuu ¢ HJI.
|
14 |Storage conditions / Store below 25 °C. / ITpu Temneparype He Bbitle 25 °C.
XpaHenune
ERE T |
15 | Shelf life / Cpok rogaocTH |2 years. / 2 ropa.

API name / HaumenoBanue ADC:;

Ibuprofen sodium dihydrate /
HbynpodeHa HaTpust AUTHAPAT

Paracetamol / [Tapaeramon

npoussoauteasa I'J1dD:

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapanietamos
API manufacturer batch number / SB1F0061 APAPE2023060684
Homep cepuu npounssogurensa ADC:

FP Manufacturer API Batch number /

Howmep cepun cy0cTaHIMH FEQAO00014 FEQA00344

API Manufactured by & country/
IIpounseoaurtenbp APC, cTpana:

BASF Corporation, USA /
BAC® Kopnoperun, CIHA

Granules India Limited, India /
I'panynec Muaus Jlumuten, Muauns

Remarks : The Product confirms to ND/

ITpumeuanue: IIpogykT cooTBETCTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / {'_7
TloarorosneHo: Pravesh Rana

Checked by /
ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pyxosoaureis

o,

Maurya = Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.11.2023 Hata: 27.11.2023 Hata: 27.11.2023

Registered Office: #-2-337, Road No. 3, Panjara Hills, Hyderahad - 500034, Tetangana, India
Tel: +91 40 <1900 2900, Fax: 491 10 4200 2999, Email: mail@drreddys.com

CIN: L85195/4P1984PLCO04507
www.drreddys.com




