Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, INDIA

CEPTU®UKAT AHAJIM3A Tel : +91 93166 56001-02

— v dereddyscom -
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soluti(')n‘: 400 mg ¥ 325 mg
IpoayxTr Hoyxaun® Dkenpece (ubynpoden + napaneramod), IOPOMIOK sl IPHIOTOBJICHHS

pacrsopa Ajsi npueMa BHyTpb, 400 Mr+325 mr |
Batch No. / : V2200056 Batch Quantity / : 17650.000 units /
Cepus Ne O6beM napTHi 17650.000 enuuuig
Analytical Report No. / : 890001568700 Date of Analysis / 1 27.01.2022
AHaJIUTHYeCKHH oTyeT Ne JlaTa anaanza
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JaTta npou3BOACTBA T'ogen go
Analysis performed according ND / Anasn3 nposeaen no HJL: JITI-007239-300721

Ne | Test / IlokazaTens
Description / Onucanue

Result / Pe3yJbTaThl

Specification / Hopma

White powder, with
characteristic odour. /
ITopoiok 6enoro uBera c
XaPaKTEPHBIM 3aMaxoM.

XapaKTEPHLIM 3allaxOM.

White to off-white powder, with a
characteristic odor. / [Jopowoxk or 6enoro
IO noutH 6enoro UBeTa, ¢ XapaKTepHbIM
3armaxom.

2 |Reconstituted solution /
BoccTanoB/IeHHBIH pacTBOp

- appearance / onucanue

Complies

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /

| 3amaxom,

BecluBeTHbilf  pacTBOp € XapaKTEPHBIM
C BO3MOXHBIM COZAEpXaHUEM
HebOMBIIOr0  KOJHYECTBA  B3BELIEHHBIX

qacTH1.

Test / Iloka3aTenns o

[ Result/PesyabTaThl

Specification / Hopma

- Color of the solution /
HBemHOCHb

Complies /
CoOTBETCTBYET

Color intensity of the solution does not
exceed color intensity of reference standard
By. / PacTtBop H0OKeH ObITH OKpallleH He
foJiee NHTEHCHBHO, YeM 3TaJIOH Bo.

3 |Dissolution time /
Bpems pacTBOpeHHS

Iminute 55 seconds

Not more than 5 min. / He 6onee 5 MUH.
|

4 | pH of solution / pH pactBopa

6.7

5.8t07.8./015,8 10 7,8.

Remarks : The Product confirms to ND/
Tpumeuanne: [IpoxykT cootBeTcTBYET TpebosaHusm H/I

Conclusion : APPROVED /
3axkiouenue: OJOBPEHO

Prepared by / Ankit
IToaroroBneHo:

(B~

Checked by / Himesh Kumar
IIpoBepeHo:

i

Approved by: Managet/Executiyve / Pavan Kumar
Sharma =
Onobpeno: Menenxep / Pykosoautenb

Print Date /27.01.2022
JlaTa:

Print Date /27.01.2022
Jlata:

Print Date /27.01.2022
Jara:

Reglstered Offlcer 8-Z-337, oad No. 7,

Banjara Hils, Fiyaerabatl

- SUUUEg Tefangana, mard

Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A 1) 4191 98166 56001-02
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral SHOHEIIPSIHY 325 mg
IIpoaykT Ho6ykaun® Ixenpece (MGynpogen + napaneramodr), HOPOLIOK A5l IPUTOTOBJIEHUS

pacTBOpa Ui NpHeMa BHYTpb, 400 mr+325 mr

Batch No. / : V2200056 Batch Quantity / : 17650.000 units /
Cepus Ne Oo6bem napTuu 17650.000 equnuLy
Analytical Report No. / : 890001568700 Date of Analysis / : 27.01.2022
AHaJquTHyeckuii oTyeT Ne JaTa agaauza
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JaTa npou3BOACTBA T'ogen go

Analysis performed according ND / Anaaus nposeaen no HJI: JIII-007239-300721

5

.N'Q‘.

Test / HOKa3aTe.m>

Result / PesyanaTII

Specification / Hopma

[dentification / HOHJIHHHOCTB

4) by HPLC / BOXX
— Ibuprofen / udbynpoghen

— Paracetamol / napayemamon

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

— Paracetamol / napauemamon

Complies /
CooTBETCTBYET

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). / BpeMst ynep>XUBaHUSI OCHOBHBIX
IMKOB HAa XPOMAaTOrpaMMax HCIBITYEMBIX
pPacTBOpPOB  JIOJDKHBI ~ COOTBETCTBOBATh
BpEMEeHaM YAEpKUBaHUSI
COOTBETCTBYIOIIMX OCHOBHBIX MHKOB Ha
XpoMaTorpaMMax pacTBopa CTaHAApPTHBIX
obpasuoB  (pazgen  «KoaudecTBeHHOE
ONpeneNeHUe»). _
When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposenenn  Ttecta  «KonuuecTBeHHOE

‘onpefienienne» Y D-CHEKTPbl HCHBITYEMBIX
| PaCTBOPOB JIOJKHBI COOTBETCTBOBATH Vo-

CIIEKTpaM CTaHOAPTHBIX
ubynpodeHa U napaneTamona.

pacTBOpoB

Particle size / Pa3M_ei) YacTHI

100 %

99 %

Particle size less than 2 mm — not less

than 95 %; / Yactun pazMepoM MeHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm — not less
than 60 %. / yacTHLl pa3MEpPOM MEHee

0,25 MM — He MeHee 60 %.

Remarks :

The Product confirms to ND/
ITpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Ankit
IloaroroneHo:

Checked by / Himesh Kumar
IIposepeHo:

e

Approved by: Manager/Eecutive / Pavan Kumar
Sharma
Onobpeno: Meneaxep 7

C Jv/‘“

YKOBOAHTEND

Print Date /27.01.2022
Hara:

JaTta:

Print Date /27.01.2022

Print D
HaTa:

ate /27.01.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIS Distt. Soian, H.P., 173 205, IND!A

CEPTHOHUKAT AHAIM3A Tel : +91 98166 56001-02
wny dereddys com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
Mpoaykr Uo6ykann® Dxenpece (uGynpodeH + napaneramod), HOPOINOK AJisi IPUIOTOBJIEHHS
paCcTBOPA JUIsI pHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2200056 Batch Quantity / : 17650.000 units /
Cepus Ne O6beM naApTHH 17650.000 ennnun
Analytical Report No. / : 890001568700 Date of Analysis / : 27.01.2022
AHanuTH4YecKHuii oTyeT No HaTa anaamsa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa npoH3BOACTEA Tonen 10
Analysis performed according ND / Anasnuns nposenen no HJL: JITI-007239-300721

I N | Test / Iloxa3aTesb | Result / Pe3yabTaThl

Specification / Hip_Ma

7 |Water / Boaa 52%

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

8 |Related substances/

PoacrBeHHbIe IIpuMeCcH

Not Detected

- ibuprofen / ubynpogen Less than LOQ (0.04%)
Less than LOQ
- paracetamol / napayemamon BDL (digregard area 8046)

Total impurities - not more than 0.5%. /

Individual unidentified impurity - not more
than 0.15 %. / EnuanyHas

HenIeHTU QUIPOBaHHAs IPUMECD - HE
gonee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / Enqunau4Has
HenaeHTH(OUIMPOBaHHAS IPUMECE - HE
oonee 0,10 %.

BDL
Cymma npumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
OAHOPOAHOCTH AO3UPOBAHMSA
| - ibuprofen / ubynpogen 2.2 Acceptance value (AV) should not be more |
than 15.0. / ITokazarens NpUEMIIEMOCTH
| (AV) nomxkeH 66T He 6onee 15,0.
25 Acceptance value (AV) should not be more

- paracetamol / napayemamon

than 15.0. / Iloka3zatesnb IpHEMIIEMOCTH

(AV) nomxkex 6pITh He 6onee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoayKT cooTBeTCTBYET TpebosaHisam HJ

Conclusion : APPROVED /
Zaxiawuyenue: OJOBPEHO

Prepared by / Ankit Checked by / Himesh Kumar Approved by: Mana Eﬁ},ﬁﬂecuﬁve / Pavan Kumar
TloarorosneHo: ITpoeepeHo: Sharma :
ﬂ C_—__‘:J/;‘ Onobpeno: Menens PykoBoauTelb
Print Date /27.01.2022 Print Date /27.01.2022 Print Date /27.01.2022
JHara: Jara: Hata:
"_: TEQ LHTICE, o-a—20 7, ioad (V0. =, oarjard s, TTa0aW - SUUTSH, Tea 15, T

TeI T91 40 4900 2900 Fax: +91 40 4900 2999 Emarl mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘_‘:’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUG®UKAT AHAJIM3A

Tel : +91 98166 56001-02

ww.drraddys.com
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg —‘
Ipoaykr Noyrann’ Ixenpece (nbynpoden + napaneramod), HOpoioK s IPUTOTOBJICHHS

pacTBOpA s HpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / 1 V2200056 Batch Quantity / + 17650.000 units /
Cepus Ne O6beM nmapTHH 17650.000 ennnnu,
Analytical Report No. / : 890001568700 Date of Analysis / : 27.01.2022
AnanuTnueckuii oTyer Ne JlaTa aHaJHu3a
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
JlaTa ipou3BOJACTBA Togen a0
Analysis performed according ND / Anaias npoBe/ien no HJ1: JII-007239-300721

|_ Ne | Test/Iloka3sarenb Result / Pe3yabTaThl Specification / Hopma
| 10 | Microbial limits /
Mukpo6HoIOrHYecKast Y4uCToTa NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
O01ee 4ucno aspoOHbIX MUKPOOPraHu3MOB
- He 6onee 1000 KOE/r.
b) Total combined yeasts and mould - not
HIE SFCe more than 100 CFU/g. /
O0niee YMCIO APOXOKEBBIX U MIIECHEBBIX
rpn6os - He Gosnee 100 KOE/r.
Absent ¢) Escherichia coli - shall be absent per 1 g./
| - Escherichia coli - orcyrersie B 1 T.
11 | Assay / KoauyecTBeHHOE
onpenesenne
- ibuprofen / ubynpogpen 399.6 mg (99.9%) 360.0 mg to 440.0 mg of Ci3HisO2
399.6 mr (99.9%) (ibuprofen) (90.0% to 110.0 % of label

- paracetamol / napayemamon

325.2 mg (100.1%)
325.2 mr (100.1%)

claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3His02 (ubympoden) (ot 90,0 % no
110,0 % OT HOMMHAJNBHOTO COJEPXKaHKs) B
OJIHOM MAaKETHKE.

2925 mg to 357.5 mg of CsHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 M
CsHoNO, (mapaneramon) (ot 90,0 % 10
110,0 % OT HOMHHAILHOTO COJEPXaHNs) B
OJIHOM TaKETHKE.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTseTcTByeT TpedosanisaM HL

Conclusion : APPROVED /
3akmodenne: OOBPEHO

Prepared by / Ankit

IToaroroBjeHO:
>

Checked by / Himesh Kumar
I1posepeHo:

Approved by: Managej/Executive / Pavan Kumar
Sharma i

A=
OnobpeHo: MeHeMﬂh

Print Date /27.01.2022
Jlata:

Print Date /27.01.2022

Hara:

Print Date /27.01.2022
Hara:

Hegisiered (hTIce

o-2-23 7, RGad . o5, &

miara HE, Hyas]

TOOW - SUUUSS, Torangal e, o

Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Qi’-‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTH®HKAT AHAJTM3A

Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soiution, 400 nig™ 325 mg
Hpoayxr Uoyksmn® xenpeee (nfynpoden + napameramMmon), MOPoOILOR AJsl BPHETOTOBICHH

PacTBOpPA AJIs HpHeMa BHYTPb, 400 mr+325 mr N
Batch No. / : V2200056 Batch Quantity / : 17650.000 units /
Cepusi Ne Ob6bem mapTHH 17650.000 ennunn
Analytical Report No. / : 890001568700 Date of Analysis / : 27.01.2022
AHaJanTu4decKnii oryet Ne IaTa amanusa
Date of Manufacture / : Jan. 2022 Date of Expiry / : Dec. 2023
Jata npou3BojcTBa Tlopen o

Analysis performed according ND / Anamms nposeies no HI: JITT-007239-300721

[N | Test / Ilokasarenn Result / Pesynbratel | Specification / Hopma
12 |Package / Ynakoska 5 ginasachet of a combination |5 g in a sachet of a combination material
material (laminated | (Jlaminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 9 sachets and|information leaflet in carton pack./ITo5r B
patient information leaflet in|makeTnxe u3 KOMOVMHUPOBAHHOTO
carton pack. / Ilo 5 r B|Mmarepuana (1aMrHNpOBaHHAS
MaKeTHKE u3 | 6ymara/T[1OHIT/antoMuHuEBast
KOMOUHMPOBAHHOT'O donera/IIDHIT). Ilo 6 umu 9 nakeTukoB
MaTeprana (JaMMHHPOBAHHAsl |BMECTE C MHCTPYKLHEH MO NMPUMEHEHHUIO B
oymara/[I1OHI1/antoMrnreBas | navky KapTOHHYIO.
donera/IIOHIT). o 9
[IAKETHKOB BMeCTe ¢
HHCTPYKLUEH Mo
IPHMEHEHHIO B navky
| - KAPTOHHYIO.
13 |Labeling / Mapxuposka According to ND. / B cootBetcTun ¢ H/I
' 14 |Storage conditions / Store below 25 °C. / Ilpu Temneparype He Bbime 25 °C.
Xpanenue
15 |Shelf life / Cpok rognocru 2 years. / 2 ropa. |

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogyKT COOTBETCTBYET TPeOOBAHUAM HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Ankit

[ToaroroBneHo: 1\
3

-

Checked by / Himesh Kumar
ITpoepeHo:

e

Sharma

==
Onobpeso: MeHEﬂE\mnTEHb

Approved by: Manager/Executive / Pavan Kumar

Print Date /27.01.2022
Jara:

Print Date /27.01.2022
JHarta:

Print Date /27.01.2022
Iara:

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



