Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJITM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Opopyst : H6ykamn® 3xenpece (wbynpoden + napaueramon), NOPOLIOK IS NPHIOTOBICHIS
pacTBOpA 409 nNpHeMa BHYTph, 400 mr+325 mr
Batch Ne. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne O6sem naprui 17279.22 ennHuu
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AganAaTHYECKHIH oTuer Ne JlaTa ananm3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
Jara npoH3BOACTBA I'oaen no 5y
Analysis performed according ND / Ananns nposeneit no HJI: JINI-007239-300721
LN | Test / lloka3aTeab Result / Pe3yabTaThl Specification / Hopma
| 1 |Description / Onucanne White powder, with a White to off-white powder, with a
characteristic odor. /| characteristic odor. / [Topowok ot 6enoro

[Mopowok 6Henoro uBeTa ¢
XapaKTEPHLIM 3aNaxoM.

0 noutv 6enoro LBeTa, C XapakTepHpiM
3aIaxoMm.

Colourless solution with a

Colourless solution with a characteristic

2 | Reconstituted solution /
BoccraHOB/IeHHbIH pacTBOp | characteristic odor, with small| odor shall be observed, may have small
amount of suspended | amount of suspended particles. /
- appearance / onucanue particles. /  BecuBeTHbIF | BeCLBETHBIA pacTBOp C XapakTEPHEBIM
pacTBOp C  XapaKTepHBIM | 3aNnaxoM, ¢ BO3MOXHBIM COJEPXaHueM
3amaxoM, ¢  HeGonbiinM | HeOONbIIOIO KONHYECTBAa  B3BEIICHHbIX
KOJIMYECTBOM  B3BEILIEHHBIX | HACTHIL.
ALHACTHIL, — I
N | Test/Iloxasarens Result / PesysibTatel | Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not|
Y{eemHoCHt | CootBeTcIBYET exceed color intensity of reference standard
| Bo. / PactBOp AOMKEH OBITh OKPALUEH HE |
b o : GoJiee MHTEHCUBHO, YeM 3TaloH Bo. '
3 |Dissolution time / | 01 min 10 sec / 01 muu 10 cek | Not more than 5 min. / He Gonee 5 MUH.
Bpems pacTBOpeHHSA ‘ "
4 | pH of solution / pH pacTBOpa ‘ 6.5 5.8107.8./0158m07,8.

Remarks : The Product confirms to ND/
I pumeuanue: ITponykr coorBeTcTBYET TpeboBankam HII

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Prepared by /
TlogroroBneno: Rama hant

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Mandger/Execulive /
Opobpero: Meneaxep / Pyko

BOJIUTENE

M e (}L// Amit Kumar A
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 16.10.2024 JHara: 16.10.2024 Jata: 16.10.2024




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A

Analysis performed according ND / Anaans nposefien no HJI: JI1-007239-300721

N |

Test / IlokazaTens

Result / PeayasTaTnl

Specification / Hopma

5

Identification / IloginHHOCTE
A) by HPLC / BO)XX
— Ibuprofen / ubynpogen

— Paracetamol / napayemanion

Complies /
CoOTBETCTBYET

The retention times of the main peaks in the
chromalograms of test solutions should
correspond to those in the chromatograms of
reference  standards solution  (Assay
section). / Bpems y/lepKUBaHUSA OCHOBHBIX
MUKOB HA XPOMATOIPAMMAX HCIBITYEMbIX
pacTBOpOB  JOMKHBI  COOTBETCTBOBATH
BpEMEHAM YACPKHBAHUA
COOTRETCTBYIOUHX OCHOBHBIX [HKOE Ha
XpomaTtorpaMMax pacTBopa CTaHAAPTHEIX
obpasnoB  (pasnen  «KonHgecTBEHHOE
OIpEETICHHEY).

B) by HPLC-UV / BOXX-Y®
— TIbuprofen / ubynpogen

|— Paracetamol / napayemamon

Complies /
CooTtBeTCTBYET

When carrying out the "Assay" test, the|
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposefernn  TecTa  «KonuuecTBEHHOE
ompegeneHne» Y®-CUEKTpbl HCIBITYEMBbIX
PacTBOPOB JOJDKHBI COOTBETCTBOBATHL Y-
crekTpam CTaHAAapTHBIX PacTBOpOB
ubynpodena u napareramona.

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoayxr : Heyxaun® Dxenpece (uGynpoden + napaneramoun), HOPOIIOK AU NPHIOTOBICHHS

| pACTBOpA /LIl NpHEeMA BHYTPE, 400 mMr+325 mr

Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus No O6beM napTHi 17279.22 eanunu
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AHanaTHYECKHi oTHeT Ne JlaTa aHaansa

Date of Manufacture / : 05/2024 Date of Expiry / : 08/2026

JlaTa npou3BO/CTBA T'onen oo

Remarks : The Product confirms to ND/
Lipusewnpes Mpnmyter ennrnerarnyar rpefinnnrmias HIT

Conclusion : APPROVED /
Anremmnetmo: OJIOBPEHD

Prepared by /
TTogroroBiaeno: Rama Kant

At

Checked by / .
[Tposepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Ono6pero: Menenxep / PykoBoAuTe b
Amit Kumar

P

Reprint Date /
JlaTa: 16.10.2024

Reprint Date /
Hara: 16.10.2024

Reprint Date /
Hara: 16.10.2024
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Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIWA3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr U6yxann® Dxenpece (ubynpodien + napaueramot), MOPOILOK ISt PHIOTOBIENHST
pacTBOpA AJs NpHemMa BHYTPh, 400 Mr+325 mr
Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepns Ne O6bem napTuu 17279.22 enunny
Analytical Report Ne. / : 040002695493 Date of Analysis / :'16.10.2024
AHanuTHYeCKHH oTHeT N Jlara ananusa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npoH3BOACTBA T'onen xo om o TenlN)
| Analysis performed according ND / Auanns nposesen no HJL: JITI-007239-300721
N Test / IlokazaTens Result / PesyabtaTh Specification / Hopma |
6 |Particle size / PasMep uacTui 100 % Particle size less than 2 mm —not less
than 95 %; / YacTHL pasMEpOM MeHee 2 MM |
— He MmeHce 95 %;
98 % Particle size less than 0.25 mm —not less |
' than 60 %. / 4acTHLL pa3MepoM MeHee |
0,25 MM — e menee 60 Y. [
|
! |
| |
B g N
7 |Water/Boaa 3.8% Not more than 8.0 % w/w. /e 6onee 8,0 %.
"8 |Related substances / "
PoacrBeHHEBIE IPAMECH
- ibuprofen / ubynpogen Below LOQ (1LOQ = 0.04 %) / [Individual unidentified impurity - not more
Hmxe npenena than 0.15 %. / EnupxyHas
KOJIMYECTBEHHOTO HenaeuTHOHLUPOBAHHAS TIDUMECH - HE
onpeaenenus (ITKO = 0.04 %) Gonee 0,15 %.
|
Below LOQ / Huxe npegena | Total impurities - not more than 0.5%. /
KOJIHYECTBEHHOI'Q Cymma nprmeceii - ve 6onee 0,5 %.
ornpeeNneHus

Prepared by /
IMoaroroBneHo; Rama Kant

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponykr coorsercrayer TpeGosanuam HI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Checked by /
[Iposepeno: Pardeep Kumar

L~

Approved by: Managei/Executive /
Opo6peno: Menemuep / PykoBoautens
Amit Kumar

At

Reprint Date /
Jara: 16.10.2024

Reprint Date /
Jara: 16.10.2024

Jara:

Reprint Date /

16.10.2024




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIM3A

Product : Ibuclin Express (Tbuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

Ilpogykr H6yrnnn® Drenpece (ubynpoden + napaneramosn), TOPOINOK s NPHTOTOBJICHHA
pacTBopa JUIsi NpHemMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2402106 Batch Quantity / : 17279.22 units /

Cepnst Ne 0O6nem napTHu 17279.22 eanauy

Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024

AnanuTHyecknii oT4aer Ne JlaTa aHaau3a

Date of Manufacture / : 0972024 Date of Expiry / : 08/2026

Hara npoH3BOACTBA T'onen 10

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

Ne Test / Iloka3aTean

[ Result/PesyabTathl | Specification / Hopma

- paracetamol / napavemamon

Below LOD (LOD = 0.01 %) / [Impurity K. - not more than 0.15%. /

9 |Uniformity of dosage units /
OaHOPOAHOCTE NO3HPOBAHHA

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Huxe npezena o6uapyxenus |[Ipumecs K - ue bonee 0,15 %.
(ITO = 0.01 %)
Below BDL / Hixe mopora  [[ndividual unidentified impurity - not more
perucTpauum than 0.10%. / EanunuyHas
neugeHTHUIHPOBAHHAsA NPHMECH - HE
Below BDL / Huxe nopora ‘60nee 0,10 %.
perucTpaLuy 1
: Total impurities - not more than 0.5%. /
Cymma nipumeceti - He 6onee 0,5 %.
I
1.2 Acceptance value (AV) should not be more
than 15.0. / TToxa3aTenb NIPHEMNEMOCTH
(AV) nomxkeH 651Tb He Gonee 15,0.
22 Acceptance value (AV) should not be more
than 15.0. / [Toxa3aTenb PHEMJIEMOCTH
- (AV) gomken 6BITh He bonee 15,0.

Regiatered

W

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpogykT cooTBeTCTBYET TpeboBanuam HJI 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toarotosnero: Rama Kant [TpoBepeno: Pardeep Kumar Qnobpero: Menemxkep / Pykopogurens

'@:‘L‘E’f’g bﬁ/’ Amit Kumar ./_’3{_, f\"::,..
Reprint Date / ' Reprint Date / ' Reprint Date / '
Hata: 16.10.2024 Jlara: 16.10.2024 JlaTa: 16.10.2024
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Dr.Reddy’s @5¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpogyxr : H6ykann® Dxenpece (nGynpogen + napaneramot), HOPOILIOK /ISl NPHTOTOBICHHS
pacTBOpa AJIs MpHEeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne ObBeM napTHH 17279.22 epunnn,
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
ANAJTHTHIECKHIT oTyeT Ne Jdata anaausa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npoH3BOACTBA - T'onen o
Analysis performed accarﬂmg ND / Ananus nposegen no HJL: JIIT-007239-300721
[N Test / ITokazaTeab Result / PesyabTaTs Speciﬁcatiorﬁ Hopma
| 10 | Microbial limits /
‘ MHKPOOHOJOrHYeCKAN YHCTOTA NIL CFU/g/ a) Total aerobic microbial count - not
KOE/r more than 1000 CFU/g. /
O61ee unc10 a3pobHBIX MHKPOOPraH M3MOB
- e Gostee 1000 KOE/T.
NIL CFU/g / b) Total combined yeasts and mould - |
not more than 100 CFU/g. /
-KOE/r 06 l
Iee YHCIO HPONOKEBBIX M TIECHEBBIX
rpubos - ve Gonee 100 KOE/T.
Absentper 1 g/ c) Escherichia coli - shall be absent per 1 g./ i
OtcyTtcTBYeT B 1r Escherichia coli - otcyrcrsue B 1 T.
11 | Assay / KoisinuecrBeHHOE ‘[

onpeaeacHue ..
l - ibuprofen / ubynpogern | 400.7 mg (100.2%) /
| 400.7 mr (100.2%)
- paracetamol / napayemanton 326.6 mg (100.5%) /
326.6 mr (100.5%)
I

360.0 mg to 440.0 mg of CHHIgOzI
(ibuprofen) (90.0% to 110.0 % of label |
claim) per sachet. / Ot 360,0 mr 1o 440,0 mr |
Ci3Hi30: (ubynpoder) (ot 90,0 % )10|
110,0 % OT HOMHHAIBEHOIO COAEPXKAHHSA) B
OJHOM MAKETHKE.

2925 mg to 357.5 mg of CsHsNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 Mr o 357,5 Mr
CgHsNO; (mapaneramon) (or 90,0 % no

1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Tpumeuanue: [IpoayKkT coOTBETCTRYET TpeGorannaM HIT Zakmouenne: OJORPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoarorosneno: Rama Kant [TpoBepeno: Pardeep Kumar Ono6peno: Menemxep / PyxosoauTens
J“{U-_ﬁ‘ Ci'/ Amit Kumar /L/ 2'__1-_-:,

Reprint Date / Reprint Date / Reprint Date/

Jara: 16.10.2024 Iara: 16.10.2024 Jlara: 16.10.2024




Dr.Reddy’s ".'..‘ - i

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpopyxt : H6yxnun® Sxenpece (ubynpodien + napaneramon), NOPOLIOK MJIf NPHTOTOBJICHHS
pacTBOpa AJA IpHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2402106 Batch Quantity / : 17279.22 units /
Cepus Ne ; O0bem maprHi 17279.22 epunin
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
Apanuradeckuii oTyer Ne JlaTa aHanu3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa MpoU3BOACTBA T'ogen no
Analysis performed according ND / Ananus nposeaen no HJI: JIII-007239-300721
Ne ~ Test/Mokasarens Result / PesynbTatel | ~ Specification/ Hopma
=y WO?O % OT HOMHHaNLHOIO co,c[ep»ca}msi)_laﬂ

O/IHOM TIaKeTHKe.
|

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 foill/LDPE). 6 or 9 sachets and patient|
foil/LDPE). 9 sachets and|information leaflet in carton pack./ITo 5rB
patient information leaflet in|nakernke u3 KOM6HHHpOBaHHOI‘O|
carton pack. / Ilo 5 r = marepuana (JlTaMHHHHpOBaNHas
nakeTuke 13 | 6ymara/TIDHIl/amoMrHueBas [
KOMOHHHPOBAHHOTO ponera/TISHII). Mo 6 wiu 9 nakeTHkos
MaTepHaja (JaMHAWPOBAHHAA | BMECTE C MHCTPYKUMCH MO NPUMEHEHMUIO B
6ymara/TI3HIT/amomuHuesas | nauky KapTOHHYIO.

(onsra/TIZHIT). Mo 9
TAKeTHKOB BMECTe c
HHCTpYKUHEH no !
TIPHMEHEHHIO B nauKy
KapTOHHYIO. | N
13 |Labeling / MapkupoBka According to ND. / B cootserctum ¢ HJL

14 |Storage conditions / ' Store below 25 °C. / Ilpu Temnepatype He Bbiiue 25 °C.
XpanenHe

15 |Shelflife / Cpox rogHoctH 2 years./ 2 roga.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: IIpoaykt cooTseTcTRyeT Tpedosanusm HJT 3akmoyenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/I'xecutive /
ITonroroBneno: Rama;(jﬁn Tlposepeno: Pardeep Kumar Opobpeno: Menemxep / Pykosoaure/is

qf;”_ Amit Kumar /\e» ct—
4 - ) /
Reprint Date / : Reprint Date / Reprint Date /¥

JlaTa; 16.10.2024 Hara: 16.10.2024 Jata: 16.10.2024

Registerad Officu: 8-2-327, Road N
Tl w60 @0 o noy

3, Panjara Hills, Hydorabad -




Dr.Reddy’s Q':‘ :

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTH3A

[Product [buclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykt : Moyxkmun® xenpece (nGynpoden + napaneramo), NOPOUIoK A1 OpUroTOBJICHHS
pacTBOpPA AJIR NpHeMa BHYTPL, 400 mr+325 mr

Batch No./ : V2402106 Batch Quantity / : 17279.22 units /
Cepust Ne O6bem nNapTHH 17279.22 enuuuy,
Analytical Report No. / : 040002695493 Date of Analysis / : 16.10.2024
AnannTHYEeCKHi oTyeT Ne JlaTa aHanK3a

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026

JlaTa npoH3BOACTBA Togen ao

Analysis performed according ND / Anasin3s nposenen no HJL: JITI-007239-300721

Ibuprofen sodium dihydrate /
Hoynpodena natpus ANHAPAT

API name / Haumenoranue A®C: Paracetamol / TTapauetamon

_iﬂ / MHH: Ibuprofen / MOynpoden Paracetamol / [lapauetamon
API manufacturer batch number / SB2F0004 APAP/24040591
Homep cepus npoussoanrens APC:

FP Manufacturer API Batch number /

Homep cepun cyberanuun FEQAO00628 FERA00433

nponzsoauTensn LD:
API Manufactured by & country /
Ipoussoanrens ADC, crpana:

Granules India Limited, India /

BASF Corporation, USA /
I'panysec Manna Jumuren, Anans

BAC® Kopnopeiims, CIIIA

Remarks : The Product confirms to ND/

Hprmeuanue: Ipoaykr coorsercrsyet TpebosanuaM HJL

Conclusion : APPROVED /
3axaouenne; OQJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execulive /
Hoarorosneno: Rama Kant ITposepeno: Pardeep Kumar Ono6peno: Menemkep / Pykosonurenb
M CJ/_, Amit Kumar P
: < _/3\‘" e
Reprint Date / Reprint Date / Reprint Date / :
Hara: 16.10.2024 Hara: 16.10.2024 Jara: 16.10.2024




