@
Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipodykr : H6yxaun® Ixcnpece (nGynpoden + napaneramor), NOPOUIOK [isi NPHIOTOBJICHHs

pacTBOpA AJIA MpHeMa BHYTPb, 400 Mr+325 mr
BatchNo. / 1 V2402352 Batch Quantity / : 25936.33 units /
CepHy Ne O0beM napTuu 25936.33 eanuuy
Analytical Report No. / : 040002735850 Date of Analysis / : 30.11.2024
ApaJiyradeckmii oruert Ne JlaTa aHan3a
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JaTa npou3BoACTBa I'oxen oo B

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

Ne |

1 :Iﬁescription / Onuncanue

Result / Pe3yabTaThl |
White powder, with al
characteristic odor. /
INopowok ©Oemoro unsera ¢
XapaKTepHbIM 3araxoM.

Test / Iloka3aTenanb

Specification / Hopma
White to off-white powder, with a
characteristic odor. / [lopowok ot 6enoro
[0 TouTH 6esoro LBEeTa, C XapaKTEPHBIM

3anaxom.

2 |Reconstituted solution / Colourless solution with a characteristic
BoccTaHOBJ/IEHHBI pacTBOp Colourless solution with a odor shall be observed, may have small
characteristic odor, with smal] | amount (f'f suspended  particles. /
- appearance / onucaHue e of suspended BecupeTHpIli pacTBOp C XapakTepHBIM
| ; _ | 3amaxoM, ¢ BO3MOXHBIM COZEpXaHHUEM
| particles.  / BeCHUBETHBIH | yogominioro  KkomidecTBa  B3BEMIEHHBIX
pacTBOp  C  XapaKTePHBIM | yacryiy.
3amaxoM, ¢  HebOOoJbLIUM
KOJINUECTBOM  B3BEIIEHHBIX
4acTULl.
Ne | Test/Ilokasatenn Result / PesyabTaTsl B Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
HBEMHOCHb CoOOTBETCTBYET exceed color intensity of reference

standard Bo. / PacTBOp momxeH ObITh
OKpalleH He Ooyiee HHTEHCHUBHO, YEM
3TaJIoH Bo.

3 Fissﬁution time / 01 min 05 sec / 01 mun 05 cek

| | Bpemsi pacTBopenst

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by /
IMoarorosneno: Pardeep Kumar | IIposepeno: Pawan Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoaurenb
. /N

Amit Kumar

A

Reprint Date / Reprint Date /

Jara: 30.11.2024 Hara: 30.11.2024

Reprint Date /
Jlata: 30.11.2024




@ o
Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr H6ykann® Dxenpece (u6ynpogen + napameramos), IOPOLIOK JIsl IPHTOTOBJICHHS
pacTBOpa AJs npHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2402352 Batch Quantity / : 25936.33 units /
Cepns Ne O6beM MapTHH 25936.33 eanHun
Analytical Report No. / : 040002735850 Date of Analysis / : 30.11.2024
AHaJmmTHYecKHiH oT4eT No Jara ananuza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA I'onen o

Analysis performed according ND / AHanns nposeaen no HJL: JIII-007239-300721

T
pH of solution / pH pact

A) by HPLC / BOXX

Test / IToxaszareanb

5 [dentification / Hom;mmocn,

— Paracetamol / napayemamon

- Result / Pe3ysbraTsl

Specification / Hopma

BOpa 6.7

Complies /
CoOTBETCTBYET

— Ibuprofen / ubynpoghen

5.8t07.8./0t15,8 no7,8.

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 yep:KuBaHUsI OCHOBHBIX
NMKOB Ha XPOMATOrpaMMax HCIBITYEMbIX
pPacTBOpPOB  JOJKHBl ~ COOTBETCTBOBATB
BpeMeHaM yAepXKHBaHHSI
COOTBETCTBYIOIIHX OCHOBHBIX MHKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHIAPTHBIX
obpasuor  (pazgen «KomuuectBeHHOE
orpeneneHue).

'B) by HPLC-UV / BO)KX-Y®

Complies /
CooTBeTCTBYET

J — Ibuprofen / ubynpoghen |

— Paracetamol / napayemamon

When carrying out the "Assay" test, the

UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpm
npoBefeHUH Tecta «KoJNHHUECTBEHHOE
ornpenenerue» Y O-crnekTpsl HCMBITYEMBIX
PacTBOPOB OJDKHBI COOTBETCTBOBATE Y D-
CIeKTpaM  CTaHJApTHBIX  pacTBOpPOB
ubynpodeHna 1 napaueraMmona.

Remarks : The Product confirms to ND/
Hpumeuanne: [TpoayxT coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxmoyenne: OJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep Kumar

ol —

Checked by /
[Tposepeno: Pawan Kumar

£

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonutens
V—

Amit Kumar [\( /

Reprint Date /
Hara: 30.11.2024

Reprint Date / |
Jara: 30.11.2024

Reprint Date / 1}

Hara: 30.11.2024
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Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : H6ykaun® Dxenpece (ubynpoded + napaneramo), NOPOLIOK Jisl IPUTOTOBJIEH Ul
pacTBopa 111 IpHeMa BHYTpb, 400 mr+325 mr

Batch No. / : V2402352 Batch Quantity / : 25936.33 units /
Cepua No O0bem napTuu 25936.33 enuHun
Analytical Report No. / : 040002735850 Date of Analysis / : 30.11.2024
AHaJMTHYECKHI OTUeT No Jata ananusza |
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npou3BoicTea - - T'ogen no
| Analysis performed according ND / Ananus nposeaen no H/I: JII1-007239-300721 -

N | Test / Ilokasarenn | Result / Pe3syabTaThl Specification / Hopma

6 |Particle size / Pazmep yacTHI 100 % Particle size less than 2 mm — not less
than 95 %; / Yactul pasMepoM MeHee

2 MM — He MeHee 95 %;

97% Particle size less than 0.25 mm — not less
than 60 %. / yacTull pa3aMepoM MeHee
0,25 MM — He MeHee 60 %.

7 |Water/ Boaa 4.7 % Not more than 8.0 % w/w. / He Gonee|
8,0 %.
8 [Related substances /
PoacTBeHHBIE TPHMeCH |
~ibuprofen / uynpogen Below LOQ (LOQ =0.04 %) / Hmxe |Individual unidentified impurity - not more
npeaena KOJIMHECTBEHHOTO |than 0.15 %. / EniHn4Has
enpexenenns (IIKO = 0.04 %) HeuJeHTHUIMPOBAaHHAS IPHMEChH - HE

6oiee 0,15 %.
Below LOQ/ Hmwke npenena|Total impurities - not more than 0.5%. /
KOJINYECTBEHHOTO ONpeAeIeHUs CymmMa npumeceil - He 6onee 0,5 %.

- paracetamol / napavemamon Below LOD (LOD =0.01 %)/ Huxe [mpurity K - not more than 0.15%. /
npenena obHapyxenns (TTO = 0.01 [Mpumecs K - He Gonee 0,15 %.

| %) - ~
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanusam HJI 3akaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrororneno: Pardeep Kumar | IIpoBepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurtenb

j 4’ Amit Kumar [\(_ y

Reprint Date / Reprint Date / / Reprint Date/ '
Jara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024




@e
Dr.Reddy’s ‘f‘.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : Hoyxann® Dxenpece (ubynpoden + napaneramolt), N0POIIOK JJisl IPUTOTOB/ICHHSI

pacTBOpa 1151 NpHEMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2402352 Batch Quantity / : 25936.33 units /
Cepla Ne O6nem mapTuu 25936.33 ennuuy
Analytical Report No. / : 040002735850 Date of Analysis / : 30.11.2024
Anajurudeckuii oTyer Ne JlaTa ananunza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npon3BOACTBA I'ogen o

Analysis performed according ND / Ananu3 nposeaed no HJ: JIT1-007239-300721 B

Ne | ) Test / Iloka3aTensb

Result / Pe3yabTaThl
Below BDL / Huxe nopora
perucTpain

~ Individual unidentified impurity - not

Specification / Hopma

'more than 0.10%. / EanHu4Hast
HEWJIEHTUPULIMPOBAHHAS LIPHMECH - HE

Below BDL / Huxe nopora {oonee 0,10 %.
perucTpaluu [Total impurities - not more than 0.5%. /
o 1 Cymma npumeceli - pe 6onee 0,5 %. |
9 |Uniformity of dosage units /
OHOPOIHOCTS NO3HPOBANHS | Acceptance value (AV) should not be
more than 15.0. / [Toxa3zarens
- ibuprofen / ubynpogen 1.7 i nipemMnemMocTy (AV) noikeH OblTb He
6osee 15,0.
Acceptance value (AV) should not be
| - paracetamol / napayemamon 3.5 more than 15.0. / Tlokasaters
P pau npuemMneMocTi (AV) nomxeH OBITb He
! oonee 15,0. - ]
| 10 | Microbial limits / NIL CFU/g/ a)  Total aerobic microbial count - not
MuxkpoGuonornyeckas YHCTOTA KOE/r more than 1000 CFU/g. /
O0buiee 4YUCJI0 a’pobHBIX
MUKpOOpranu3mos - He 6osee 1000 KOE/r.
NIL CFU/g/ b) Total combined yeasts and mould
KOE/r - not more than 100 CFU/g. /
ObIee YHCIIO JPONOKEBLIX U IUIECHEBBIX
rpubos - e 6onee 100 KOE/T.
Absent per 1 g / c) Escheri‘chi.a coli' - shall be absent per 1
Orcyrcteyet B It g./ Escherichia coli - orcytcTBHE B 1 T,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [TpoayKT coorBeTcTBYET TpeboBaHusamM HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneHo: Pardeep Kumar | [Iposepeno: Pawan Kumar Opobpeno: Menemxkep / Pykopoanreb
; Amit Kumar =T

i . po=
Reprint Date / Reprint Date / Reprint Date/ ¥ |
Jata: 30.11.2024 Hara: 30.11.2024 Jata: 30.11.2024




Dr.Reddy’s Qi’-

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : H6ykann® Dxenpece (ubynpoden + napaneramosn), NOPOIIOK Jisl IPHTOTOB/IEHHS
pacTBOpa [Js npHueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2402352 Batch Quantity / : 25936.33 units /
Cepus Ne O6beM napTHH 25936.33 equHuUL
Analytical Report No. / : 040002735850 Date of Analysis / : 30.11.2024
AHaJuTHYeCKHIT oTueT Ne JlaTa aHaau3a
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
Jara npou3BoacTBa T'ogen 1o

Analysis performed according ND / Anaaus nposenen no HJI: JITT-007239-300721

| Ne _I Test / [Toka3zaTtenan ' Result / Pe3ynbTaThl ' Specification / Hopma
11 | Assay / KoanyecTtBennoe
onpejaesicHue
- thuprofen / uoynpogen 398.8 mg (99.7%) / 360.0 mg to 440.0 mg of Ci3Hiz0:
398.8 Mr (99.7%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mMr no

1440,0 mr  C13H130, (ubympoden) (ot
|90,0% no 110,0% oT HOMHHAJIBHOIO
| colepKaHUS) B OJHOM ITAKETUKE.

| ;- paracetamol / napauemamo 12925 mg to 3575 mg of CsHyNO»
313.4 mg (96.4%) / | (paracetamol) (90.0 % to 110.0 % of labell'
313.4 mr (96.4%) claim) per sachet. / Ot 292,5 mr gmo

357,5mr CsHoNO-> (mapauneramon) (oT
90,0% no 110,0 % OT HOMHHAJBLHOIO
COZIEpXXaHUs) B OJIHOM NaKeTHKE. '

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [IponyxT coorBeTcTBYeT Tpebosanuam HJI 3axmwouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Pardeep Kumar | IlpoBepeHo: Pawan Kumar Onobpeno: Meneaxep / Pe:t:"c_momrrenh
Amit Kumar < =

(L _:f_a—-r:;' 4% /\( “/’//
Reprint Date / Reprint Date /' Reprint Date/ Y
Hata: 30.11.2024 Jara: 30.11.2024 Hata: 30.11.2024 i




Dr.Reddy’s ‘%‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr H6ykaun® Ixenpece (ubynpoden + napaneramMo.), NOPOILOK /sl IPUTOTOBIEHHS

pacTBOpa AJis npHeMa BHYTpb, 400 mr+32S5 mr
Batch No. / 1 V2402352 Batch Quantity / : 25936.33 units /
Cepnust Ne Oo6beM mapTiu 25936.33 equHulLl |
Analytical Report No. / : 040002735850 Date of Analysis / : 30.11.2024
AHaanTHuecKHit oTyeT No JlaTa aHajiM3a
Date of Manufacture / : 11/2024 Date of Expiry / : 1072026
JaTa npou3BOJCTBA I'ogen o B

Analysis performed according ND / Ananus nposegen no HJL: JITI-007239-300721

e
12 Package / YnakoBka

Test / [loxazarenn

Result / Pe3yJabTaThl

Specification / I-Epng

|5 g in a sachet of a combination

material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B makeTnke
u3 KOMOHUHHPOBaHHOIO
Marepiana (JlaMHHHpOBaHHasl
oymara/TIDHII/anroMmuHKeBas
donera/T[ISHIT). ITo 6
MaKeTHKOB BMeEcCTe c
UHCTpYKUMEH M0 MPUMEHEHHO
B TIa4YKy 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. /1To 5
B MaKkeTHMKe M3 KOMOWHHMPOBAHHOIO
MaTtepHana (naMuHUpOBaHHAS

6ymara/I[IDHI/anrtoMuHuneBas
donbra/lI3HIT). Ilo 6 unn 9 nakeTnkos
BMECTE C HHCTpYKIHell 10 TPHMEHEHHIO B
na4yKy KapTOHHYIO.

According to ND. / B coorerctbun ¢ HJI.

Store below 25 °C. / [Ipu Temnepatype He Bolie 25 °C.

13 |Labeling / MapkupoBKa

14 |Storage conditions /
XpaneHne

15 | Shelf life / Cpox rognocTu

2 years. / 2 roja.

Remarks : The Product confirms to ND/
IIpameuanne: [Iponykt coorBeTcTBYeT TpeboBanuam HJ{

Conclusion : APPROVED /
Saxmouenne: OJOBPEHO

Prepared by /

[Moxproroeneno: Pardeep Kumar

Checked by /
[Ipoeepeno: Pawan Kumar

=

Approved by: Manager/Executive /
Onobpenio: Menemxep / Pykosonurenb
Amit Kumar

A "

o

Reprint Date / )

Hara: 30.11.2024

Reprint Date /
Hata: 30.11.2024

Reprint Date / Y
Hata: 30.11.2024




Dr.Reddy’s ‘f:"

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Ho6ykaun® Ixenpece (uGynpodeH + napaneramot), MOPOLIOK AJisi IPHIOTOBJIEH Ul

pacTBoOpa A npuemMa BHYTph, 400 Mr+325 mr N
Batch No. / 1 V2402352 Batch Quantity / : 25936.33 units /
Cepus Ne Oo6bem NapTHH 25936.33 eauHML
Analytical Report No. / : 040002735850 Date of Analysis / : 30.11.2024
AHajuTHyeckuii oTueT No JlaTa ananu3za ]
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
Jlata npon3BoAcTBa T'open 10

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

API name / HaumenoBanue ADC:

Ibuprofen sodium dihydrate /
HoynpodeHa HaTtpHsa guriapar

Paracetamol / Ilapaueramon

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [1apanietamon
API manufacturer batch number / SB1F0029 APAP/24091293
Homep cepun npouspogurtenss ADC:

FP Manufacturer API Batch number /

Homep cepnn cyOcTannuu FERA00596 FERAOQ0538

npouzpoautesis I'JID:

API Manufactured by & country/
Ipouzsoaurtenr ADC, crpana:

BASF Corporation, USA /
BAC® Kopnopetitus, CLIIA

Granules India Limited, India /
['panynec Uuausa Jlumuren, Munus

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpeboaHusM HIT

3akJ/oyeHue:

Conclusion : APPROVED /

OJOBPEHO

Prepared by /
Ionrororneno: Pardeep Kumar

-

Checked by /
[IpoepeHo: Pawan Kumar

Amit Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenb

P

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Hara: 30.11.2024

Reprint Date /

Hara: 30.11.2024

(




