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

CEPTUDHUKAT AHAJIU3A Tel : +91 98166 56001-02

[Product Ibuclin E{pres?(lBuprofen+Paracetamol), powder for oral sol&%“{if'ﬁﬁﬁi‘r’x?ﬁ’%bs mg |
IMpogyKT H6ykaun® Jxenpece (udynpoden + napaneramol), NOPOILIOK /AJisi IPUTOTOBJIEHHS

pacTBOpa [Jisi IpHeMa BHYTpb, 400 mr+325 mr
Batch No./ : V2102230 Batch Quantity / : 17645.000 units /
Cepust Ne O6bem maprun eANHNULL
Analytical Repart No. / : 890001567040 Date of Analysis / : 10.01.2022
AHaJUTHYecKHit oTyeT No JlaTa aHa/H3a
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa OIpoOU3BOACTBA I'open no

Analysis performed according ND / Anamus nposeaen mo H/I: JII1-007239-300721

Ne '_ ~ Test/ Iloka3zarennb Result / Pe3yibTaThi Specification / Hopma N
1 | Description / Onncaune White powder, with| White to off-white powder, with a
characteristic odour, /| characteristic odor. / [Topouiok ot 6enoro
Ilopowok ©Oenoro uBera c| A0 nouTH 6eyoro 1BeTa, ¢ XapakTepHBIM
| XapaKTepHbIM 3aMaxoM. 3aMaxoM.
XapaKTEPHBIM 3aIaxOM.
2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccTanosnennbiii pacTBop odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue becuBeTHbI# pacTBOp C XapakTepHBIM
3alaxoM, € BO3MOXKHBIM COJIep>KaHUEM
HeOOJIBIIOrO  KOJMYECTBA  B3BELIEHHBIX
- YACTHILL.
Ne Test / IlokazaTesn | Result / PesyabTaThl Specification / Hopma
- Color of the solution / Complies / | Color intensity of the solution does not
HEemHOoCHb CooTBETCTBYET exceed color intensity of reference standard |
' By. / PacTBOp HOJDKEH OBITH OKpallleH He
- 60J1e€ HHTEHCHBHO, HEM 3TaJIOH By.
| 3 |Dissolution time / Iminute 35 seconds Not more than 5 min. / He 6onee 5 muH.
| Bpems pactBopenns | I S -
4 |pH of solution / pH pacTBOpa 6.7 5.8t07.8./015,8 10 7,8.

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT coorBeTcTBYET TpeboBanusiM HJ{

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Ankit
TToxroroBnexo:

Checked by / Naresh Kumar
[IpoBepeno:

e

-

Approved by: Manager/E xecutive/ Pavan Kumar

Sharma <=
Onobpeno: Menemxep / Pykmr

Print Date /10.01.2022
JlaTa:

Print Date /10.01.2022

Jara:

Jara:

Print Date /10.01.2022

Registered Office: 5-2-337, 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':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDOUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral SOllvlvtm:j4 g+ 325 m—g_ N
poayxkr Uoykann® Ixenpece (ubynpoden + napaneramodn), HOPOILOK Al HPHTOTOBIEHHS]
pacTBOpA JIJIs pueMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2102230 Batch Quantity / : 17645.000 units /
Cepus Ne O6bem napTuu €AHHHLL
Analytical Report No. / : 890001567040 Date of Analysis/ : 10.01.2022
AHajuTHYECKHI oTyeT No Hdarta ananmusa
Date of Manufacture / : Dec. 2021 Date of Expiry/ : Nov. 2023
JaTa npou3BoACTBA Togen 1o
Analysis performed according ND / Ananns nposenen no HJI: JII1-007239-300721
N | Test / [loka3aTeJn Result / PesyabTaThl i ~ Specification / Hopma i
5 [Identification / IloganHHOCTDL The retention times of the main peaks in the
chromatograms of test solutions should
A) by HPLC /BIXX correspon%drto those in the chromatograms of
— Ibuprofen / ubynpoghen Complies / reference  standards solution (Assay
CooTBeTCTBYET section). / Bpems yiepxuBaHUsi OCHOBHBIX
— Paracetamol / napauemamon HKOB Ha XPOMATOrpamMMax MCHBITYEMbIX
pacTBOPOB  NODKHBl ~ COOTBETCTBOBATH
BpeMeHaM yIepKUBaHUs
COOTBETCTBYIOLIMX OCHOBHBIX MNHKOB Ha
XpoMaTtorpaMMax pacTBOpa CTaHIapTHBIX |
obpasuor  (pasmen  «KonuuecTBeHHOE
OTIpENIENIEHHEY). [
B) by HPLC-UV / BOXX-Y@ When carrying out the "Assay" test, the |
UV spectra of the test solutions should
r Tbuprofenriugynpogen Complies / correspond to those of ibuprofen and
— Paracetamol / napauemamon COOTBETCTBYET paracetamol standard solutions. / Tlpwu
npoBegeHHd  Tecta  «KonuuecTBeHHOE
onpeneneHue» YO-CneKTpsl UCNHBITYEMBIX
pacTBOPOB AOJKHBI COOTBETCTBOBATh Y -
CeKTpam CTaHIAPTHBIX pacTBOpoOB
ubynpodeHa 1 napaneramona.
6 |Particle size / Pazmep uacTuy 100 % Particle size less than 2 mm — not less
than 95 %; / YacTuil paamepom MeHee 2 MM
— He MeHee 95 %;
99 % Particle size less than 0.25 mm —not less |
than 60 %. / yacTHLl pasMepoM MEHEE '
0,25 MM — He meHee 60 %.

Remarks : The Product confirms to ND/
Ipumeuanne: [IponyxT cooTBeTcTBYeT TpeboBaHusam HJL

3ako

Conclusion : APPROVED /

yenue: OJJOBPEHO

Prepared by / Ankit Checked by / Nagesh Kumar Approved by: Mana gerf’Execr?{?p / Pavan Kumar
[Togrorosneno: [TposepeHo: @Z‘, Sharma v
A 1 Onobpeno: Menemxep / Pym
el
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Jlara: Hara: Jlara:

Registerad Office: B-2-237, 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 ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02

Product Ibuclin E)Eess (Ibuprofen+Paracetam_ol)_,powder for oral Solm%ﬂ, 4 n¥§“f§25 mg ]
IlpoaykT Hoykaun® Dxcnpece (nbynpoden + mapamneramost), HOpoWOK A5 NPHTOTOBJIEHUS

pacTBopa Ajs npueMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2102230 Batch Quantity / : 17645.000 units /
Cepus Ne O0bemM napTuu eNMHUL,
Analytical Report No. / : 890001567040 Date of Analysis / : 10.01.2022
Anaaurudeckuii oruet Ne JlaTa aHAJIH3a
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JaTa npoM3BoACTBAa I'open no

Analysis performed according ND / Anaaus nposeaen mo HJI: JIII-007239-300721

" Ne ~ Test/ ITokasaTes
7 |Water / Boaa

Result / Pe3yabTaThl

Specification / Hopma

4.7%

8 [Related substances/
PoacrBeHHble IpuMecH

- tbuprofen / ubynpogen

- paracetamol / napayemamon

9 |Uniformity of dosage units /
OnxHOpPOAHOCTE J03MPOBAHHS

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Less than LOQ (0.04%)

Less than LOQ

BDL (disregard area 7777)

BDL (disregard area 7777)

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

IIndividual unidentified impurity - not more
than 0.15 %. / Exunnynas

HeuZAeHTHPULIMPOBaHHAs IPUMECH - He
oounee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / EaquuuuHasn
HeuaeHTHDUIMPOBAHHAS IPUMEChH - He
oonee 0,10 %.

Total impurities - not more than 0.5%. /

BDL
Cymma npumeceii - He 6o1ee 0,5 %.
14 Acceptance value (AV) should not be more
than 15.0. / [TokazaTtenb IpUEMIIEMOCTH
(AV) nomxken 6bITh He 6onee 15,0.
14 Acceptance value (AV) should not be more

than 15.0. / ITokazatesp IpUEMIIEMOCTH

(AV) nomxkeH 6bITh He bonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: ITpogykt cooTBeTCTBYET Tpebobanuam HJI

Conclusion : APPROVED /
3akiawuyenue: OJOBPEHO

Prepared by / Ankit
IToarorornexo:

Checked by / Naresh Kumar
IIposepeHo:

/\-{}

Approved by: Manager/Executi L/yé: / Pavan Kumar
Sharma

Onobpeno: Menemxep / Pym—

Print Date /10.01.2022
Hara:

Jara:

Print Date /10.01.2022

HEEISTEr

Print Date /10.01.2022
Jara:

mce; 8-4-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Ielangana, India

Tel: +91 40 4900 2900, Fax: +91 40 49500 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,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02

Product : Ibu_clin_Express (Ib_u;r;)f_er_ﬁParacetamol), powder for oral s0lfi‘'t‘ff)‘llvi,uélil()‘:(jJ ‘fﬁ?gi"é'zs mg
Npogyxkr : Hoykanu® Dxenpece (MGynpodeH + napaneramoJn), NOpOIOK AJIsi IPUTOTOBJEHHUS

pacTBOpa 1JIsl IpueMa BHYTPb, 400 mr+325 mr
Batch No. / : V2102230 Batch Quantity / : 17645.000 units /
|Cepusa Ne O6bem napTuu eIMHNL
Analytical Report No. / : 890001567040 Date of Analysis / : 10.01.2022
AHanuTH4YecKuii oTyeT No Jata aHaau3a
Date of Manufacture / : Dee. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BoacTBAa I'onen oo

Analysis performed according ND / Ananus nposenen no HJI: JIII-007239-300721

Ne Test / [Toka3aTeanb

Result / PesynabTaThl ‘Specification / Hopma

10 | Microbial

onpenejeHune

Mukpobuosoruyeckasi HHCTOTA

11 Assay_ ~/  KoamuecTsennoe

- ibuprofen / ubynpogpen

- paracetamol / napayemamon

limits /

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

O61ee yncio aspobHbIX MUKPOOPTraHN3MOB
- He 6onee 1000 KOE/T.

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

O61iee 4MCIIO JPOXOKEBBIX U TUIECHEBBIX
rpubos - He 6onee 100 KOE/T.

Absent c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrctBue B 1T.

NIL CFU/g

403.0 mg (100.8%) 360.0 mg to 440.0 mg of Ci3HisO
403.0 mr (100.8%) (ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr g0 440,0 Mmr
Ci3HisO2 (ubynpoden) (or 90,0 % no
110,0 % OT HOMHHANBHOIO COJAEPXKAHUS) B
OJTHOM TaKETHKe.

328.1 mg (100.9%) 292.5 mg to 357.5 mg of CsHoNO,
328.1 mr (100.9%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 mMr
CsHoNO, (mapaneramon) (ot 90,0 % no
110,0 % OT HOMHUHAJILHOTO COAEPXKAaHuUs) B
OJ{HOM TIaKETHKE.

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT coorsercTByeT TpeboBanusam HJI 3akniouenue: OJJOBPEHO

Conclusion : APPROVED /

REGIStETEea U

Prepared by / Ankit Checked by / Naresh Kumar Approved by: Manager/Executiye / Pavan Kumar
IMoaroTorneHo: IlpoBepeno: ' Sharma e
@ — Onobpeno: Menemxep / Pykosonurens
Print Date /10.01.2022 Print Date /10.01.2022 Print Date /10.01.2022
Hara: JaTa: JlaTa:
fiicer 8-Z-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, India

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIM3A Tel : +91 98166 56001-02

Product : Ibuclin Express (Ibuprof_e:n:FP_zlrz{éetamol), powder for oral sold“t%'ﬁ',”!tb‘ii“ﬁ){éﬁ'ﬂhs mg_— -

IIpoaykr Uoyxaun® xcnpece (nbynpoden + napaueramo.i), NOPOUIOK 1Js MPUIOTOBJEHHS!

pacTBOpa Juis IpMeMa BHYTpb, 400 mr+325 mr

Batch No. / 1 V2102230 Batch Quantity / : 17645.000 units /

Cepus Ne Ob6nem napTuu EIMHULL

Analytical Report No. / : 890001567040 Date of Analysis / : 10.01.2022

AnajxurHdecknii ordet Ne JlaTa ananu3a

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023

JaTa npousBogcTea I'open o

Analysis performed according ND / Agann3 nposegen nmo HJI: JIII-007239-300721

;_:N‘g [ Test / IlokazaTeb Result / Pe3syabTaThl | 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. /TTo 5T B|
patient information leaflet in | makertuke u3 KOMOWHUPOBAHHOTO
carton pack. / Ilo 5 r B|Marepuana (namMmuHMpoBaHHAs
NakeTUuKe u3 | 6ymara/TIDHI]/amoMuHuneBas
KOMOHHHPOBaAHHOTO donera/IISHIT). Tlo 6 nmm 9 nakeTuxos

MaTepuana (JaMHHHAPOBaHHAs | BMECTe C MHCTPYKLHUEH MO NPUMEHEHHIO B
6ymara/IIDHIl/anoMunneBas |nayky KapTOHHYIO.
¢donsra/IIOHIT). Ilo 9

MaKETHKOB BMECTe c
WHCTPYKIIUEH no
NPUMEHEHUIO B nayKy
KapTOHHYIO.

13 |Labeling / MapkupoBka

14 |Storage conditions /
XpaHeHue

According to ND. / B cootBeTcTsuu ¢ HI.

Store below 25 °C. / TIpu Temneparype He Bbiie 25 °C.

15 |Shelflife / Cpox roanoctu

2 years. / 2 roja.

Remarks : The Product confirms to ND/
IIpumeyanne: IIponykr coorBercTBYeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3axaouenue: OJJIOBPEHO

Prepared by / Ankit
ITogrorosnexo:

Checked by / Naresh Kumar
ITpoBepeHo:

Approved by: Managerf{ixecuti\;g +/ Pavan Kumar

Ao Sharma =
2 Onobpeno: Menemxep / PyW

Print Date /10.01.2022

Print Date /10.01.2022
Jlara: Hara:

Print Date /10.01.2022
JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




