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

CEPTUDOUKAT AHAJIU3A

Product
IIpoaykr

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hoykann® Dxenpece (ubynpoden + napaneramodr), HOPOLIOK AJisl APHIOTOBJIEHHS]

pacTBopa JJisi ipuemMa BHYTpb, 400 Mr+325 mr

Batch No. /
Cepusi Ne

: V2300632

Batch Quantity /
O6bem napTuu

: 16811.00 units /
16811.00 equuuy

Analytical Report No. /
AHajJquTnyecKnii oTyet No

: 890001658650

Date of Analysis /
JlaTa aHa/u3a

: 29.04.2023

Date of Manufacture /
JaTa npousBoacTBa

: Apr-2023

Date of Expiry /
I'onen no

: Mar-2025

Analysis performed according ND / Ananu3 nposeaen no H/I: JIII-007239-300721

1

Ne |

" Test / Iloka3zareas

Result / PesyabTaTs!

.Description / Onucanue

White powder, with
characteristic odour. /
[Topowokx 6enoro 1uBera c
XapaKTEepHBIM 3aMaxoMm.

XapaKTEPHBIM 3allaXOM.

Specification / Hopma
White to off-white powder, with a
characteristic odor. / [Topouok ot 6enoro
0 mouth 6eoro IBeTa, ¢ XapaKTepPHbIM

3amnaxom.

2 |Recunstituted solutivn / Commplics / Colourless solution with a characteristic
BoccTaHoBaeHHbIN pacTBOp CooTtBeTcTBYET odor shall be observed, may have small
" : amount of suspended particles. /
|- appearance / onucanue BecupeTHplli pacTBOp € XapakTEpHBIM
3araxoM, C BO3MOXHBIM COIEp)KaHHeM
HeOONBUIONO  KOJNHMYECTBA  B3BELUEHHBIX
YaCTHII.
- Color of the solution / Complies / Color intensity of the solution does not
ugemHocmsp CooTBeTCTBYET exceed color intensity of reference standard
Bo. / PacTBOp momkeH ObITh OKpallieH He
| foJiee UHTEHCUBHO, UeM 3TajoH Bo.
3 | Dissolution time / 01 minute 07 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpems pacTBODEHHSI
4 |pH of solution / pH pacTBopa 6.6 5.8t07.8./0t1 5,8 no 7,8.

Remarks: The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYeT Tpeboanusm HJL

Conclusion: APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

[MoarorosneHo: [Tposepeno: Onobpeno: Menemxep / Pykopojirens
- limguce

Print Date /29.04.2023 Print Date /29.04.2023 Print Date /29.04.2023

Jara: Hara: Jarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganag, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
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Dr.Reddy’s ‘;‘

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

Vill. Khal, 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
Ipoaykr No6yxaun® Dxcnpece (nGynpodgen + napaueramosr), NOPOLIOK ANSA MPUIOTOBJIEHHS
pacrsopa sl npHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2300632 Batch Quantity / : 16811.00 units /
Cepust Ne O6bem naptuu 16811.00 envinuL
Analytical Report No. / : 890001658650 Date of Analysis / : 29.04.2023
AHajJuTH4YecKH#H oTueT Ne JlaTa aHaJam3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTta npousBoicTBa I'onen no
Analysis performed according ND / Anaqn3 nposeaen mo HJI: JITI-007239-300721
Ne Test / Ilokazarenn | Result / Pe3yabTaTsl Specification / Hopma o

A) by HPLC / BOKX

— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

5 ;'[dentification / IlopnuHBOCTDH

Complies /
CooTseTcTBYET

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). / BpeMms yaep:KUBaHUSI OCHOBHBIX
MMMKOB Ha XpPOMATOrpaMMax MCIHbITyEeMbIX
PacTBOPOB  JOMKHBI  COOTBETCTBOBATH
BPEMEHAM YNEPKURAHUS
COOTBETCTBYIOIMX OCHOBHBIX MHKOB Ha|
XpoMmaTorpaMMax pacTBoOpa CTaHI[apTHI:.IX’
[o6paznoB (pazmen  «KomuuecTBeHHOE
| onpenenenue»). |

B) by HPLC-UV / BOXX-Y®
— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

Complies /
CooTBeTCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBedeHud  Tecta  «KoJmdecTBeHHOE
onpeneneHne» Y D-CHEKTpbl UCTIBITYEMbIX
pacTBOPOB JIOJDKHBI COOTBETCTBOBaThH Y -
CIEeKTpam CTaHJApPTHBIX pacTBOpOB
ubynpodeHa 1 napaueramora.

Remarks: The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpebGoBaHusM H]T

Conclusion: APPROVED /
3axkmouenue: OJIOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

IToarorosnexo: ITposepeno; Onobpeno: Menemkep / Pykoponutgins
: — = -
. ’,_-——'—'_'_-
Print Date /29.04.2023 Print Date /29.04.2023 Print Date /29.04.2023
Hara: Jara: Hara:
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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

CEPTUDPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr U6yxaun® Dxcnpece (ubynpoden + napaneramo.), opouIok Ajsi NPUrOTOBJIEHHUS]

pacTBopa Aisl NpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300632 Batch Quantity / : 16811.00 units /
Cepusi Ne O0bem napTun 16811.00 exunun
Analytical Report No. / : 890001658650 Date of Analysis / : 29.04.2023
AHanuTnyeckuii oTuer Ne JlaTa ananu3sa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npouzBoacTBa T'onen no - ]

Analysis performed according ND / AHaaus I;p;l;elleﬂ no HJ: JII1-007239-300721

Ne Test / Iloka3aTenn Result / Pe3yabTaThl ] ~ Specification / Hopma |'
6 (Particle size / Pa3mep yacTui 100 % Particle size less than 2 mm — not less i
than 95 %; / Yactul pasmepom MeHee 2 MM
| — He MeHee 95 %;
93 % Particle size less than 0.25 mm — not less
than 60 %. / yacTuL pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boaa 5.0% Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 Reluled substances /

|POII.CTBeHHble InpuMecH

~ ibuprofen / ubynpodghen

- paracetamol / napayemamo.

Less than LOQ (0.04%)

Less than LOQ

Below limit of Detection (LOD:

0.01%)
BDL(Disregard area 6564)

BDL

than 0.15 %. / EnuHu4Has
HEUIEHTUDULIHUPOBAHHAS TPUMECH - He
6onee 0,15 %.

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

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

[ndividual unidentified impurity - not more
than 0.10%. / EnuHU4YHAag

HEeHJEHTHDULHMPOBaHHAS IPUMECH - HE
Gonee 0,10 %.
’Total impurities - not more than 0.5%. /

Individual unidentified impurity - not more

Remarks: The Product confirms to ND/

IIpumeuanue: [IpogykT coorBeTcTBYET TpeboBaHusM H][

Conclusion: APPROVED /
3akaodyenune: OJIOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

[loaroroBneno: [Tposepeno; | Onobperno: Menemkep / Pykosoaurejib
Print Date /29.04.2023 Print Date /29.04.2023 Print Date /29.04.2023
Hara: Jara: 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
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Dr.Reddy’s ":'.

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

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUDOUKAT AHAJU3A

Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT HU6ykamu® Jxenpece (uGynpoden + napaneramo), NOPOMOK AJisi IPHIOTOB/ICHHS]

pacTBopa Jis IpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2300632 Batch Quantity / : 16811.00 units /
Cepns Ne Oo6bem mapTuu 16811.00 exunuu
Analytical Report No. / : 890001658650 Date of Analysis / 1 29.04.2023
AHanuTHYecKHii oTyeTt No JaTta ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTta npousBoacTBa I'open o

Analysis performed according ND / Anaau3s nposenen no HJI: JITI-007239-300721

Specification / Hopma

Result / PesysibTaThl L

| yMMa npumecei - He 6onee 0,5 %.

No Test / Ilokazarenn
9 |Uniformity of dosage units /
OaHOpOAHOCTD 103HPOBAHMSI
- ibuprofen / ubynpogen 1.8
- paracetamol / napayemamon 1.6
|
10 | Microbial limits /
MukpoGHooruyeckast YMCTOTa 01 CFU/g
NIL CFU/g
Absent

(AV) nomxeH 6bITh He 6once 15,0.

(AV) nomxen 6biTh He 6os1€e 15,0.

Acceptance value (AV) should not be more
than 15.0. / TlokazaTesnb NpueMIEMOCTH

Acceptance value (AV) should not be more
than 15.0. / [Toka3sarenb npueMNeMocTy

than 1000 CFU/g. /
I- He Bonee 1000 KOE/T.
more than 100 CFU/g. /

rpubos - He 6onee 100 KOE/T.

[Escherichia coli - orcyretBHe B I T.

a) Total aerobic microbial count - not more
Ob11ee 4uCo a3poOHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and mould - not

O6ulee YHCJIO APOXIKEBBIX M IIECHEBBIX

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

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHusm HIT

Conclusion: APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Pardeep Kumar | Checked by / Himesh Kumar

IloarotoBneno: [

ITpo BepeHj:

Approved by: Manager/Executive / Manoj Kumar

Onobpeno: Menemxep / Pykosoanre

Print Date /29.04.2023
JHara:

Print Date /29.04.2023
Hara:

Print Date /29.04.2023
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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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

CEPTUDOUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hponyxr .. :. A6ykauu® Dxcnpece (uGynpoden + napaneramo), nopomox }IJISL upnromn.nemm
pacTBOpa Vil IpueMa BHYTpPb, 400 Mr+325 mr :

" |Batch No. / : V2300632 Batch Quantltyl : 168 11 00 units /
Cepus Ne: ; O0bem mapruu - 16811.00 enunum
Analytical Report No. / : 890001658650 Date of Analysis / : 29.04.2023
AHaJTHTHYECKHIT oT4eT Ne JlaTa aHau3a
Date of Manufacture / : Apr-2023 Date of Expiry/ : Mar-2025
JaTta npousBoacTBa TI'open no

Analysis performed according ND / Ananu3 npoeeagen no HJI: JII1-007239-300721

- paracetamol / napauemamon

Ne | Test / Iloxka3zatenn Result / PesynabsTaTs Specification / Hopma
11 | Assay / KonnuecTrBeHHOE
onpenejieHHe
- ibuprofen / ubynpogen 406.3mg (101.6 %) 3600 mg to 440.0 mg of CiHisO:

406.3mr (101.6 %)

328.9 mg (101.2%)
328.9 mr (101.2%)

(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr |
Ci3His02 (ubympoden) (or 90,0 % 1o
110,0 % OT HOMUHAJBHOTO COAEPKAHUS) B
OJIHOM TTaKeTHKe.

292.5 mg to 357.5 mg of CsHoNO;
| (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr o 357,5 mr
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % oT HOMHHAJIBHOIO COJIEPXKAHMU) B |
OJIHOM MaKeTHKE.

Remarks: The Product confirms to ND/
Ilpumeuanne: IIponyxrt coorBercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Pardeep Kumar

IlogroroBneHo: g
C)[—/‘

=

Checked by / Himesh Kumar
[Iposepeno;

c:hl/%’

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Mernemxep / PykoBoauTens

(e

Print Date /29.04.2023
JHara:

Print Date /29.04.2023
Hara:

Print Date /29.04.2023
Jlata:
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Dr.Reddy’s €3¢

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

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : H6Gykann® Ixcnpece (ubynpoden + napaneramoi), NOPOLIOK AJst NPUTOTOBJICHHA

pacTBopa Ans npuemMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2300632 = Batch Quantity / : 16811.00 units /
Cepus Ne O0bem napruu 16811.00 exmnuiy
Analytical Report No. / : 890001658650 Date of Analysis / 1 29.04.2023
AHasuTHyeckni oryer Ne Jara ananuza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTta npousBoacTBa I'ogen no

Analysis performed according ND / Ananu3s nposeaen no HJ: JIIT-007239-300721

Ne

Test / IlokazaTesnb

Result / Pe3yabTaTnbl

Specification / Hopma

12 _Package / YnakoBka

5 ginasachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
TMaKkeTHke u3
KOMOUHHUPOBAHHOTO
maTepuana (naMuHUPOBAHHAS
Oymara/TIDHI/antomuHueBas
¢donbra/IIDHIT). ITo 9
[IaKETHKOB BMeCTe c
UHCTPYKLHAEH no
TIPUMEHEHUIO B nayky
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./ITo5r B
nakeTHke 3 KOMOUHHMPOBAHHOIO
Marepuana (TaMMHHpOBaHHAas
6ymara/[1DHIT/amoMuHKeBas
!(bonbra/l'DHH). [To 6 unu 9 nakeTUKOB
BMECTE ¢ MHCTPYKIHER 1O MPUMEHESHUIO B
nayuky KapTOHHYIO.

13

' 14 |Storage conditions /

Xpanenue

Labeling / Mapkupogeka

According to ND. / B coorBercTBru ¢ HJI.

Store below 25 °C. / Ilpu Temneparype He Bbile 25 °C.

15

Shelf life / Cpok rognocTu

2 years. / 2 roza.

Remarks: The Product confirms to ND/
IIpumeuanue: IIponykt coorBercTByer TpeGoBarusm HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar

Approved by: Manager/Executive / Manoj Kumar

Iloarorosnexo: [TpoBepeHo: OpnobpeHo: Menemxep / Pykosognurens
Print Date /29.04.2023 Print Date /29.04.2023 Print Date /29.04.2023
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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