D d ) ...O Dr. Reddy’s Laboratories Ltd.
¢ S Formulation Unit-6
* Red y '. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : H6ykaun® Ikenpece (uGynpoden + napaneTaMmost), OPOLIOK A/ IPHIOTOBJIEHHS
pacTBOpa AJisi IpueMa BHYTpb, 400 mr+325 mr

Batch No. / 1 V2202471 Batch Quantity / : 16928.00 units /
Cepus No O6nem napTun 16928.00 ennHuL
Analytical Report No. / : 890001632136 Date of Analysis / : 09.12.2022
AnanutHyeckuii oTyer Ne Jarta anaynsa

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024

JlaTa npou3BOJICTBA T'open o

Analysis performed according ND / Anaau3 nposeged no HJ: JIII-007239-300721

L N Test / IlokazaTen Result / PesyabTathl | Specification / Hopma |
1 |Description / Onucanne Off white powder, with|White to off-white powder, with al
characteristic odour. /| characteristic odor. / ITopowok ot 6enoro
IMopouwiox 6Gemoro 1Bera c| 40 MOYTH O€JOro LBETa, ¢ XapaKTepHbIM

XapaKTepHBIM 3alaXxoM. 3anaxoM.

XapaKTEPHBIM 3a1aXOM.

|2 |Reconstituted solution / Complies Colourless solution with a characteristic
: BoccranoB/eHHBIH pacTBOp odor shall be observed, may have small
| amount of suspended particles. /

- appearance / ONUCAHUE BecupeTHblii pactBOp € XapaKTEpHbIM

3arnaxoM, ¢ BO3MOXHBIM COIACPXAaHHEM
HeOOJIBIIIOr0  KOJHU4YECTBA  B3BELUEHHBIX

By. / PacTBOp nomxkeH ObITb OKpalleH HE
foJiee UHTEHCHBHO, YEM 3TaJloH Bo.

YaCTHLI.
- Color of the solution / Complies / Color intensity of the solution does not|
UGEMHOCHb . CoOOTBETCTBYET exceed color intensity of reference standard

3 | Dissolution time / 01 minute 03 seconds Not more than 5 min. / He 6onee 5 muH.
Bpems pacTBopenus - -
4 | pH of solution / pH pacTBopa 6.6 5.8t07.8./015,8 no7,8.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [IpofyKT cooTBeTCTBYET TpeboBanusam HJ 3akmouyenne: OTOBPEHO
Prepared by / Ranjeet Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
IToAroToBNIEHO: /Q [Tposepeno: Onob6peno: Menemkep / Pykosoaurens
> —) —— ozl
Print Date /09.12.2022 Print Date /09.12.2022 Print Date /09.12.2022
JHara: Jara: 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 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
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpogyxr N6ykaun® dxenpece (u6ynpoden + napamneramor), IOPONIOK sl IPATOTOBJIEHHS
pacTBOpa AJisl IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / 1 V2202471 Batch Quantity / : 16928.00 units /
Cepus Ne O6beM mapTuu 16928.00 equnun
Analytical Report No. / : 890001632136 Date of Analysis / : 09.12.2022
ApanuTH4yecKui oTyer No Jarta ana;iuza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024 |
JlaTa npou3BoOACTBA T'onen go

Analysis performed according ND / Anaqns nposegen no HJI: JII1-007239-300721

| Ne

Test / [ToxazaTenap

~ Result/ PesyabTarhl

Specification / Hopma

A) by HPLC / B2KX

5 [Identification / IloxTHHHOCTD

— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

Complies /
CoOTBETCTBYET

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). / Bpems yaepx1UBaHHs OCHOBHBIX |
[MKOB HA XpOMATOrpaMMax MCIBITYEMbIX
pacTBOPOB  JIOMKHBI  COOTBETCTBOBAThH
BpeMeHaM YAEPKHUBAHNS
COOTBETCTBYIOLLMX OCHOBHBIX THKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHIAPTHBIX
obpasioB  (pazmen  «KoNMYECTBEHHOE |
orpeneneHue»). -

B) by HPLU-UV / BIKX-YW
- Ibuprofen / ubynpoen

—  Paracetamol / napayemamon

Complies /
CoOTBETCTBYET

When cartying ovul tie "Assay" (usl, lhul
UV spectra of the test solutions should
correspond to those of ibuprofen and]
paracetamol standard solutions. / Tlpu|
npopefiennn  Tecta  «KONKWYECTBEHHOE |
onpeaesneHne» YO-CeKTpbl UCTIBITYEMbIX |
pacTBOPOB JOJDKHBI COOTBETCTBOBATh Y D- |
creKTpam CTaHIAPTHBIX pacTBOpOB |
ubynpodeHa ¥ napaleTaMmoa. .

Remarks: The Product confirms to ND/
Tlpumeuanne: [TpoaykT cooTBeTCTBYET Tpedosanuam HJI

3aKkjiro

Conclusion: APPROVED /

yenne: OJIOBPEHO

Prepared by / Ranjeet Kumar

TToarotosiieHo:

Checked by / Himesh Kumar

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

_\f}m fLELE

Print Date /09.12.2022
Jata:

Print D
Hara:

Print Date /09.12.2022
Hara:

ate /09.12.2022

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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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
CEPTUOHUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr U6ykann® Dxcnpece (ubynpoden + napaueramMmodn), IOpOMOK AJisl IPUTOTOBIEHHST
pacTBOpa J1J5 pueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2202471 Batch Quantity / : 16928.00 units /
Cepus Ne O06beM mapTHU 16928.00 enunun
Analytical Report No. / : 890001632136 Date of Analysis / : 09.12.2022
AHannTH4YecKHiH oTyeT No JlaTa avanuza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JaTta nponu3BoACTBA I'onen go -

Analysis performed according ND / Anaqn3 nposegen no HJI: JIII1-007239-300721

N |

Test / IlokazaTenn

Result / PezyapTaThl

Specification / Hopma |

6 |Particle size / Pazmep yacTun

100 %

94 %

7 |Water / Boaa
8 |Related substances/

PoacTBeHHBIE npumMecH

- ibuprofen / ubynpocgpen

- paracetamol / napayemamon

4.9%

Less than LOQ

0.01%)

BDL

Less than LOQ (L0OQ:0.04%)

Below limit of Detection (LOD:

BDL(disregard area5909)

Particle size less than 2 mm — not less |
than 95 %; / Yactnu pasmepom MeHee 2 MM |
— He MeHee 95 %,

Particle size less than 0.25 mm — not less
than 60 %. / yacTULl pasMepoM MeHEE
0,25 MM — He meree 60 %Y.

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

Individual unidentified impurity - not more
|than 0.15 %. / EqunuyHas
|HenaenTUdHLMPOBaHHAS IPHMECH - HE
donee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma mpumeceii - He donee 0,5 %.

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

than 0.10%. / EnuHuunas
HEeHaeHTH(HIIIPOBAHHAS IPUMECH - HE
bonee 0,10 %.

Total impurities - not more than 0.5%. /

Individual unidentified impurity - not more |

Remarks: '['he Product confirms to ND/
Ipumeuanne: [IpoayKT coOTBETCTBYET TpeboBanusaM H/I

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Ranjeet Kumar

IlogroroBneHo: /“\

Checked by / Himesh Kumar

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

hhv Lite

Print Date /09.12.2022
Iara;

Print Date /09.12.2022

Jlara:

Print Date /09.12.2022

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com

-



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 : 491 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
Ipoaykr : H6yxaus® Dxenpece (ubynpoden + napaneramost), NOPOLIOK AJIS NPHTOTOBJIEHHS]

pacTBOpAa AJsl IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2202471 Batch Quantity / : 16928.00 units /
Cepus Ne O06beM mapTHu 16928.00 equuuL
Analytical Report No. / : 890001632136 Date of Analysis / : 09.12.2022
AHajauTH4ecKkHii oTueT Ne Jarta aHasmsa '
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024

JlaTa mpou3BOACTBA

T'ogen o

Analysis performed according ND / Anaau3 nposegen mo HJI: JIII-007239-300721

__Ng |_ " Test / IToka3zaTenn

Result / PesynbTatl |

Specification / Hopma

CymMa npimeceii - He 6onee 0,5 %.

Uniformity of dosage units /
OaHopoaHOCTh A03UPOBAHUSA

- ibuprofen / ubynpogen 1.7

- paracetamol / napayemamon ‘ 1.9

Acceptance value (AV) should not be more
than 15.0. / [Toka3aTeJib IPUEMJIEMOCTH
(AV) nomxen ObITh He Gonee 15,0.

Acceptance value (AV) should not be more '
than 15.0. / TTokazaTtenb NpUEMNEMOCTH I

Microbial limits

Muxpobnosgoruyeckasi YUCTOTA
|

10 /[

NIL CFU/g

NIL CFU/g

Absent

(AV) gomkeH 6bITb He Ooiiee 15,0.
|

a) Total aerobic microbial count - not more |

than 1000 CFU/g. / |
O611ee 4ucyio a3poOHBIX MUKPOOPraHU3MOB

- ge Gonee 1000 KOE/T. '
b) Total combined yeasts and mould - not ‘
!more than 100 CFU/g. /

|Ob111ee UMCIO APONOKEBBIX U IIECHEBBIX
[rpu6os - He 6onee 100 KOE/T.

i) Escherichia coli - shall be absent per 1 g./
Escherichia coli - oTcyTcTBHE B 1 T.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT cootBeTcTBYeT Tpebosanusam HJT

Conclusion: APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Ranjeet Kumar | Checked by / Himesh Kumar

TMoaroToBneHO: O ITpoBepeHo:
D —y =

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

Y st

Print Date /09.12.2022
Jara:

Print Date /09.12.2022
Jlara:

Print Date /09.12.2022
Jara:

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

CEPTHDOUKAT AHAJIM3A

Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr Moykman®™ Dxenpece (nGynpoden + napaneramou), NOPOINOK AJAsI NPUTOTOBJIEHHS

PAcTBOPA AJIsi IPHEMA BHYTPSL, 400 Mr+325 mr
Batch No. / 1 V2202471 Batch Quantity / : 16928.00 units /
Cepusi Ne O0bem napTun 16928.00 emunnin
Analytical Report No. / : 890001632136 Date of Analysis / : 09.12.2022
AHaanTHuecKHil oTyeT No JaTa anaauza
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2024
Jata npoussoicTsa T'open mo

Analysis performed according ND / Ananus uposeaen no H/I: JIII-007239-300721

[_ Ne | Test / TlokazaTen | Result / Pe3ybTaThl
11 | Assay / KoanuecrBennoe
onpeaeJeHne
- ibuprofen / ubynpogen 403.5mg (100.9 %)

- paracetamol / napauemamon

403.5mr (100.9%)

326.4 mg (100.4%)
326.4 mr (100.4%)

Specification / Hopma

360.0 mg to 440.0 mg of C;3H;30;|
(ibuprofen) (90.0% to 110.0 % of label |
claim) per sachet. / Ot 360,0 mr 1o 440,0 mr
Ci3HisO2 (ubympoden) (ot 90,0 % mo
110,0 % OT HOMHHANBLHOIO COAEPKAHMUS) B
OJHOM MaKeTHKe.

2925 mg to 357.5 mg of CsHoNO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr no 357,5 mMr
CsHoNO; (mapaueramos) (ot 90,0 % no
110,0 % oT HOMHHaNBHOTO COAEPKAHUS) B
OJTHOM TTaKeTHKE.

Remarks: The Product confirms to ND/
Ipumeuanue: [Iponykr coorseTcTBYeT TpeboBaHusm HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Ranjeet Kumar

IToarorosieHo: @

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar
Opnobpeno: Menenxep / Pykosozunress

Print Date /09.12.2022
Hara:

Print Date /09.12.2022
Jara:

Jarta:

Print Date /09.12.2022

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 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

CEPTUDUKAT AHAJIA3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipogykr : Moykann® Ikenpece (M6ynpoden + mapaneTamod), IOPOIIOK A IPHTOTOBJIEHHS
pacTBOpA /ISl IpHEMA BHYTPb, 400 mr+325 mr

Batch No. / 1 V2202471 Batch Quantity / : 16928.00 units /
Cepusa Ne O6bem napTun 16928.00 enunuly
Analytical Report No. / : 890001632136 Date of Analysis / : 09.12.2022
AHannTuueckuii oTyer Ne JaTa aHayin3a
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JaTa npou3BoACcTBA T'onen no
Analysis performed according ND / Anaau3 npoBegen no HA: JIIT-007239-300721

Ne Test / IlokaszaTenn ] Result / PesyapTaTel N Specification / Hopma |

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 5B |
patient information leaflet in | makeTHke u3 KOMOMHHPOBAHHOTO
carton pack. / Ilo 5 r B|maTepuana (naMunHUpoOBaHHas
MaKETHKE u3 | 6ymara/[IDHI/antomunueBas
KOMOMHUPOBAHHOTO [ bonpra/TIOHII). Ilo 6 nan 9 nakerHkor
Matepuana (TaMUHHAPOBAHHAS BMECTE C MHCTPYKUMEH MO NPUMEHEHUIO B
6ymara/[I9HI1/anroMiHUeRas | TAUKY KaPTOHHYIO.
l' tonera/I[I2HII). Ilo 9

IaKETHKOB BMecTe c
WHCTPYKLIHEH o
NPUMEHEHUIO B HavKy |
KapTOHHYIO. |

13 | Labeling / MapkupoBKa According to ND. / B cootBerctaun ¢ HJI.

14 |Storage conditions / Store below 25 °C. / [Ipu TemnepaType He Bhiwie 25 °C.

XpaneHue

15 |Shelflife / Cpoxk rogaoctn 2 years. / 2 roga.

Remarks: The Prodnct confirms to NTY/
IMpumeuanue: [IponykT coorBeTcTBYET TpeboBanusaM HJI

Caonclusion: APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by / Ranjeet Kumar | Checked by / Himesh Kumar
IloarorosneHo: @ ITposepeHo:

——y

D)

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

ol

Print Date /09.12.2022
Mara:

Print Date /09.12.2022
Jarta:

Print Date /09.12.2022
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: L85195AP1984PLC004507
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