Dr.Reddy’s Q‘f‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTUDPHKAT AHAJIU3A Tel : +91 98166 56001-02
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral sohﬂ%‘ﬁ’;u‘fw H¥§'$°§}5 mg
Ipoaykr : Hoykaun® Dxcnpece (uGynpoden + napaneramod), HOPOMIOK AJIs NPUTOTOBJICHHS
pacTBopa AJis NpUeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2200202 Batch Quantity / : 25347.000 units /
Cepus Ne O0beM mapTHu 25347.000 eqununn
Analytical Report No. / : 890001573116 Date of Analysis/ : 15.02.2022
AHaJIHTHYECKHIi oTUueT Ne JlaTa anaausa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npoussoacTBa I'open o
Analysis performed according ND / Anaaus npoeaes no H/: JITI-007239-300721
- Ne Test / Iloka3aTenb ! Result / Pe3yabTaThl Specification / Hopma |
1 |Description / Onucanue | White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / Ilopomok ot 6enoro
’ [Topomok 6Genoro uBera c| A0 MOuTH OENOro LBETa, C XapaKTEPHBIM
XapaKTEPHBIM 3aIIaX0OM, 3aMaxoM.
XapakTepHbIM 3a1aXOM.
| 2 |Reconstituted solution / Complies | Colourless solution with a characteristic
BoccraHoBieHHBIIT pacTBOp | odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue becupeTHbIii pacTBOp € XapakTepHbIM
3aMaxoM, C BO3MOXHBIM COAEp KaHHEM
, HeOONBIIOrO KOJIMHECTBA  B3BELIEHHBIX
,’ YacTHII.
Ne Test / Iloka3aTenn Result / Pe3yabTars! Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not|
UgsenmHocms COOTBETCTBYET exceed color intensity of reference standard

By. / PactBOp momkeH OBITH OKpallleH He
0oJiee MHTEHCUBHO, YeM 3TalioH Bo.

3 |Dissolution time /
| Bpemsi pacTBODeHHUS

Iminute 33 seconds

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

4 |pH of solution / pH pacTBopa

6.6

58t07.8./0t15,8 1o 7,8.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpogykr coorBeTcTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmrwuenne: OJJOBPEHO

Prepared by / Naresh Kumar
IToarorosnexo:

&

>

Checked by / Himesh Kumar
ITpoBepeHo:

9&’/—:-\’
= \

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosonurensb
Pavan Kumar Sharma /"

Print Date /15.02.2022
Jarta:

Print Date /15.02.2022
Jlara:

Print Date /15.02.2022
Jara:

Registered
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

ffice: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘?:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOUKAT AHAJIA3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soll\fﬁ“(’)‘ivl',aﬂﬁf?ﬁé'%ggis mg
IponyxkT Ho6yxkmnn® Dxenpece (ubynpoden + napaneramosi), NOPOIUOK /AJsi NPATOTOBJIEHHS
pacTBopa AJjisi NpHeMa BHYTPb, 400 mr+325 mr
Batch No. / 1 V2200202 Batch Quantity / : 25347.000 units /
Cepusa Ne O0neM napTHu 25347.000 enunug ]
Analytical Report No. / : 890001573116 Date of Analysis / ¢ 15.02.2022
AHamuTHyeckHii oTuet Ne JlaTa aHayu3a
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
Jlata npou3BoacTBA I'oaen g0
Analysis performed according ND / Ananu3 npoeenes no HJI: JIII-007239-300721
Ne Test / ITokasaTesn Result / Pesymbratel | Specification / Hopma
5 [dentification / IlogJHHHOCTD The retention times of the main peaks in the
chromatograms of test solutions should
by HELCABIAX correspon%irto those in the chromatograms of
— Ibuprofen / ubynpoden Complies / reference  standards solution  (Assay
CoOTBETCTBYET section). / BpeMs ynepuBaHUsI OCHOBHBIX
— Paracetamol / napayemamon MHKOB HA XPOMAaTOrpaMMax MCIBITYeMBIX
pacTBOPOB  HOMKHBI ~ COOTBETCTBOBATH
BpeMeHaM YIepKUBaHHS
COOTBETCTBYIOIIAX OCHOBHBIX MHKOB Ha
XpOMAaTOrpaMMax pPacTBOpa CTaHOAPTHBIX
06pazLoB (paznen «KomuyecTBenHOE
S _ |ompemenenue»). .
B) by HPLC-UV / BOXXX-Y® When carrying out the "Assay" test, the
UV spectra of the test solutions should
— Ibuprofen / ubynpogpen Complies / correspond to those of ibuprofen and|
— Paracetamol / napayemamon CoOoTBETCTBYET paracetamol standard solutions. / Ilpu
npoeefiennn  Tecta  «KonnuecTBeHHOE
onpeaeneHne» YO-CIeKTPsl UCTIBITYEMbIX
PacTBOPOB JIOIDKHBI COOTBETCTBOBATh Y-
CIeKTpam CTaHJJAPTHBIX pacTBOpoB
ubynpodeHna u napaneramona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanmsm HJ 3akmiouenne: OJOBPEHO
Prepared by / Naresh Kumar Checked by / Himesh Kumar Approved by: Manager/Executive /
ITonrorosneHo: IIpoBepeHo: Onobpeno: Menemxep / PykoBoantenb

&7 _,l/—FEJ Pavan Kumar Sharma _/~

Z & oo N —/i//__

Print Date /15.02.2022 Print Date /15.02.2022 Print Date /15.02.2022
Jara: Hara: Jlara:
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Dr.Reddy’s ‘“:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS pistt. Solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02
Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solﬂ%‘i’(;ﬂ[ﬁ?ﬂi’é'&og’zs mg
Ipoaykr : Moywkanun® Sxenpece (ubynpoden + napaneramosn), NOPOMIOK i NPHIOTOB/ICHHS
pacTBOpAa AJsi MpUeMa BHYTpb, 400 Mr+325 Mr
Batch No. / : V2200202 Batch Quantity / : 25347.000 units /
Cepus Ne O6beM NapTHH 25347.000 exuHAL
Analytical Report No. / : 890001573116 Date of Analysis / : 15.02.2022
AHaIUTHYECKHH oT4eT Ne JlaTa aHanu3a
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa nmpon3BoACTBA T'onen no
Analysis performed according ND / Anayn3 nposegen nmo HJI: JITI-007239-300721
| Ne Test / IlokazaTenn Result / Pe3ybTaThl Specification / Hopma ]
6 |Particle size / Pazmep yacTun 100 % Particle size less than 2 mm — not less
than 95 %; / YacTHll pa3sMepoM MeHee 2 MM
— He MeHee 95 %;
86 % Particle size less than 0.25 mm —not less
than 60 %. / 4acTHI pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boga 5.0 % Not more than 8.0 % w/w. / He 6onee 8,0 %.
| 8 |Related substances /
PoacTBeHHbBIE IPpHMECH
- ibuprofen / ubynpogen Less than LOQ (0.04%) Individual unidentified impurity - not more
than 0.15 %. / Exunu4Has
HeMJCHTUPUIIUPOBAHHAS TPUMECE - HE
Less than LOQ toee 0,15 %.
Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.
- paracetamol / napayemamon Below Limit of Detection (LOD: |[Impurity K - not more than 0.15%. /
0.01%) [Ipumecs K - He 6onee 0,15 %.
Individual unidentified impurity - not more
BDL (disregard area 7958)  [than 0.10%. / Ennnuynas
HenIeHTHQUIIUPOBaHHAs TPUMECH - He
6onee 0,10 %.
Total impurities - not more than 0.5%. /
BDL (Limit of Detection: 0.01%) [CYMM2 pUMeceH - He 6onee 0,5 %.

Remarks : The Product confirms to ND/

ITpumeuanue: [Tpogykr coorBercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Naresh Kumar
IloaroroBieHo:
&

Checked by / Himesh Kumar
[IpoeepeHo:

‘:3—5—/;5
- N\

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautesb
Pavan Kumar Sharma :

F

Print Date /15.02.2022
Hara:

Print Date /15.02.2022
Jara:

Print Date /15.02.2022
Jara:
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Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pjstt. Solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral soldto¥; HORHG 9°325 mg
Hpoxykr : HM6yknaun® Dxenpece (mbynpoden + napaneramModt), 1OPOLIOK AJs HPHTOTOBJIEHHS
pacTBOpa JJisl IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2200202 Batch Quantity / : 25347.000 units /
Cepus No O6beM napTuu 25347.000 e quunig
Analytical Report No. / : 890001573116 Date of Analysis / : 15.02.2022
AHaguTH4eckHii oTyeT Ne JlaTa anaiuza
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npon3BoacTBa TI'ogen go
Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-007239-300721
No Test / TlokaszaTenn Result / PesyabTaThl Specification / H_Gpma

9 |Uniformity of dosage units /

'OL[HOpOlIHOCTb A03UpPOBaAaHHUA
|

|- ibuprofen / ubynpogen

- paracetamol / napauemamon

1.6

4.7

Acceptance value (AV) should not be more |
than 15.0. / [ToxazaTtens NpueMiIeMOCTH
(AV) nomxen 6bITh He 6oiee 15,0.

Acceptance value (AV) should not be more
than 15.0. / [Toka3aTens MpueMJIEMOCTH
(AV) gomxeH 6b1Th He 6ojiee 15,0.

10 | Microbial limits /
Muxkpobuosornyeckasi Y4MCTOTA

NIL CFU/g

NIL CFU/g

Absent

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

O6uiee yrcno a3pobHBIX MUKPOOPTaHHU3MOB
- He 6onee 1000 KOE/T.

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

OblLiee 4YUCIAO JPOXOKEBBIX W MIIECHEBBIX
rpuboB - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBHE B 1 T.

11 | Assay / KosunuecTBenHoe
omnpejeleHyue
- ibuprofen / ubynpogren

398.1 mg (99.5%)
398.1 Mr (99.5%)

1

360.0 mg to 440.0 mg of C;3Hi;30,
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3His0, (ubympogen) (ot 90,0 % 1o
110,0 % OT HOMMHAJIBHOTO COAEPXaHUsl) B |
OJTHOM TIAKETHKE,

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoayxr cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
Zaxiouenue: OJJOBPEHO

Prepared by / Naresh Kumar

Iloarorosnexo:
e

e

Checked by / Himesh Kumar
[IpoBepeHo:

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoanrent
Pavan Kumar Sharma . e
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JlaTa:

Print Date /15.02.2022
Jara:

Print Date /15.02.2022
Jara:
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Dr.Reddy’s Q}'

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pgtt. sofan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJTM3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solf{16H. J400 M P325 mg
Ipoaykr : Moykaun” Bxenpece (ubynpoden + napaueramo), NOPOIIOK /il IPHTOTOB/ICHHS
pacTBOpA JJIf MpHeMa BHYTPb, 400 mr+325 mr

Batch No. / 1 V2200202 Batch Quantity / :+ 25347.000 units /
Cepusi Ne O6meM mapTHH 25347.000 equHuL
Analytical Report No. / : 890001573116 Date of Analysis / : 15.02.2022
AHaJInTHYeCKH oTyeT Ne Jara anannsa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
Jara npou3sBoACcTBa TI'ogen oo
Analysis performed according ND / Ananus nposeaen no HJI: JII1-007239-300721
[ Ne Test / TokazaTean Result / Pe3yabTaThl Specification / Hopma

- paracetamol / napayemamon

325.4 mg (100.1%)
325.4 mr (100.1%)

2925 mg to 3575 mg of CsHoNO:

(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr 5o 357,5 Mr
CsHoNO; (mapaueramon) (ot 90,0 % no
110,0 % OoT HOMHHANBHOTO COEPIKaHH) B
OJTHOM TMAaKETHKE.

12 | Package / YnakoBka
i
|

5 ginasachet of a combination
material (laminated
paper/LDPE/aluminum

foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B

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. /Tlo5r B
TaKETHKE u3 KOMOWHHPOBAHHOTO
MaTeprana (mamMuHEpOBaHHAS

NIaKeTHKE u3 | 6ymara/[I1SHI1/antomnHueBas
KOMOUHUPOBAaHHOTO donpra/[ISHIT). Ilo 6 umu 9 makeTuKoB
' MaTepuaia (JJaMUHHPOBAHHAs | BMECTE C UHCTPYKIMEH MO MPUMEHEHHUIO B
' 6ymara/[I9HI/antomuHueBas |nadyky KapTOHHYHO.
¢onera/I1OHII). ITo 6
NaKeTHKOB BMeECTE c
WHCTPpYKLUEH mno
IIPUMEHEHHIO B navKy
' KapTOHHYIO.
13 |Labeling / MapkupoBka According to ND. / B cootseTcteum ¢ HJI.
14 |Storage conditions / Store below 25 °C. / TIpu Temneparype He Bbie 25 °C.
XpaHeHne
15 |[Shelf life / Cpoxk rogHoctu |2 years. / 2 roza.

Remarks : The Product confirms to ND/
IIpnmeuanue: IIpoayKT coOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawouyenne: OJOBPEHO

Prepared by / Naresh Kumar | Checked by / Himesh Kumar Approved by: Manager/Executive /

[ToaroroBneHo: IIporepeHo: Onobpeno: Menemxep / PykoBonuTels
@ oé'/—/“" Pavan Kumar Sharma ~/*

Print Date /15.02.2022 Print Date /15.02.2022 Print Date /15.02.2022

Jara: Hara: Jlara:

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
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