Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykTt H6ykaun® Dxenpece (H0ynpoden + napaneTamos), OPOLIOK AJist IPHIOTOBJIEHHS

pacTBopa AJjsi mpHemMa BHYTpb, 400 Mr+3235 mr
Batch No. / 1 V2402351 Batch Quantity / : 25846.33 units /
Cepns Ne Ob6beM napTun 25846.33 equHuy
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AHaJinTHYEeCKHIT 0T9eT Ne Jata apannsa
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npou3BoacTBa I'ogen ao

Analysis performed according ND / Anaan3 nposeaen o HJI: JIII-007239-300721

Ne
1

Test / ITokaszarenan

Result / PesyabsTaTthi

~ Specification / Hopma

Description / Onucanue

White powder, with a
characteristic
ITopowok ©Oenoro 1uBera ¢

odor. /

White to off-white powder, with a

3anaxom.

characteristic odor. / [lopowok ot Genoro
[0 TOYTH Oeoro 1BETa, C XapakTepHbIM

XapaKTEePHbIM 3aMaXoM.
| :
2 | Reconstituted solution / Colourless solution with a characteristic
BocceranoBieHHbIi pacTBOp Colourless solution with a| odor shall be observed, may have small
. characteristic odor, with small | amount va suspended  particles.  /
- appearance / onucanue J— of suspended BecupeTHpiii  pacTBOp € XapakTepHBIM
) .| 3anmaxoM, ¢ BO3MOXHBIM COJEpPKaHHEM
particles. / BeCUBeTHbIA | yoGoniioro  konuuecTBa  B3BEMICHHBIX
pacTBOp € XapaKTePHBIM | yacry,
3amaxoM, ¢  HeOOJBIINM
KOJIHYECTBOM  B3BELIEHHBIX
YJACTHLL.
Ne | Test/Ilokasareinb | Result/ PesynbTaThl ~ Specification / Hopma
- Color of the solution / ~ Complies / Color intensity of the solution does not
| ygemmnocme CooTBETCTBYET exceed color intensity of reference |
standard Bg. / PacTBop moyxkeH ObITh
okpaiieH He OoJiee HHTEHCHUBHO, HEM
I 3Taj0H Bo.
3 |[Dissolution time / Not more than 5 min. / He 6osee 5 MuH.

| Bpemsi pacrBopenusi

" 01 min 10 sec / 01 mun 10 cex

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoayxr cootBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO

Prepared by /
IToarotoeneso: Pardeep Kumar

o=

Checked by /
[IpoBepeHo: Pawan Kumar

g{’_

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurtenb
Amit Kumar -

N

N

Reprint Date /
Jata: 30.11.2024

Reprint Date / |
Jata: 30.11.2024

Reprint Date /
Jara: 30.11.2024




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IHpoAykT Hoykaun® Dxcnpece (uGynpoden + napaueramost), IOPOLIOK AJIsi IPHTOTOBJIEHHS

pacTBOpa JUIsl IpHeMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2402351 Batch Quantity / : 25846.33 units /
Cepua Ne O0bem mapTHH 25846.33 enunni|
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AHayTHYecKHii oTyer No JlaTa anasnsa
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npon3BoacTBa Topen no

'Ala_lys_is performed according ND / Ananus nposeaen no HJL: JIII-007239-300721

_ Ne | Test / Iloxa3zarean

4 |pH of solution / pH pacTBOpa

5 [dentification / IlogauHHOCTH

A) by HPLC / BIXX

— Ibuprofen / ubynpohen

|~ Paracetamol / napayemamon

Result / Pe3yabTaTsl

_| R Specification / Hopma

6.7

Complies /
CooTBeTCTBYET

5.8t07.8./01 5,8 no 7,8.

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 yAepXHUBaHH s OCHOBHBIX |

MHUKOB Ha XpOMAaTOrpaMmax HCIbITYEMBbIX |

pPacTBOpOB  JIONDKHBl ~ COOTBETCTBOBATH |
| BpeMeHaM yAepAKUBaHHS

COOTBETCTBYIOLIUX OCHOBHBIX MMKOB Ha

XpoMmarorpaMmax pacTBOpa CTaHAAPTHBIX

obopasios  (pazmen  «KonuyecTBeHHOE
| ompenenenue).

B) by HPLC-UV / BI)KX-Y®
— Ibuprofen / ubynpoghen

— 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
npoBejeHnn Tecta «KonnvecTBenHoe
omnpeneaeHuey Y O-creKTpbl HCIBITYEMBIX
pacTBOPOB AOJDKHBI COOTBETCTBOBATh Y D-
CTEeKTpaM  CTaHJApTHBIX  PacTBOPOB
ubynpodeHa U napaleTaMmoa.

Remarks : The Product confirms to ND/

IMpumeyanne: [Iponykt coorseTcTBYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IoaroroBneHo: Pardeep Kumar

Checked by /
[Tposepeno: Pawan Kumar

ra

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Amit Kumar &

e

ol -
Reprint Date /

Hara: 30.11.2024

Reprint Date / /
Hara: 30.11.2024

Reprint Date / \|
Hata: 30.11.2024




Dr.Reddy’s ‘.':‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoAykT Ho6ykaun® Ixenpece (uGynpoded + napaueramost), HOpOUIOK AJsi IPUTOTOBJIEHHS
PACTBOPA AJifl IPUEMA BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2402351 Batch Quantity / : 25846.33 units /
Cepsia Ne O0beM napTHH 25846.33 enuHuU
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AnaJiuTHYeCKHI oTueT Ne JlaTa anaaun3a
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa N1poH3BOACTBA T'oaen po |
Analysis performed according ND / Anajns nposeaen no HJI: JITI1-007239-300721
NQ___ Test / Iloxa3zaTean Result / PezynbTaThl | Specification / HopM_a_
6 |Particle size / Pa3mep uacTun 100 % Particle size less than 2 mm — not less
' | than 95 %; / YacTHl pa3MepoM MeHee
| |2 MM — He mMeHee 95 %;
97% Particle size less than 0.25 mm —not less
than 60 %. / yacTHil pa3MepOM MeHEe
0,25 MM — He meHee 60 %.
|
|
|
7 |Water/Boaa 53% 'Not more than 8.0 % w/w. / He Gonee
18,0 %.
|
8 [Related substances /
PoacTBeHHbIe HpHMeCH

~ibuprofen / ubynpogen

- paracetamol / napayemamon

inpenena

Below LOQ/

)

Huxe
KOJIMYECTBEHHOTO OTpeieIeHUs

Below LOD (LOD = 0.01 %)/ Huxe
npenena obHapyxenus (ITO = 0.01

[Below LOQ (LOQ = 0.04 %)/ Huxe ]'Individual unidentified impurity - not more
KOJIM4eCTBEHHOrO (than 0.15 %. / EnHuu4Has
onpepenenns (ITKO = 0.04 %)

[HempenTHdUUpPOBAHHAS IPUMECH - HE
6onee 0,15 %.

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

npenena

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

Remarks : The Product confirms to ND/
Ipumeyanne: [IpogykT cOOTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

ITogroroeneno: Pardeep Kumar

Checked by /
IIpoBepeno: Pawan Kumar

i

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoautens
k/’

Amit Kumar .
/\( /

Reprint Date /
Jarta: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date / V
Harta: 30.11.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr : M6eykaun® Dxenpece (udynpodeH + napaueramolt), HOPOMIOK /sl IPHIOTOBJCHHS

pacTBOpa AJs npuemMa BHyTpb, 400 mr+325 mr
Batch No. / 1 V2402351 Batch Quantity / : 25846.33 units /
Cepua No O6beM napTuu 25846.33 enuHUL
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AHaJuTHYecKHii oTueT No HMara anayunza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npoM3BoACTBa T'onen no -

Analysis performed according ND / Anaan3 nposeaen no HJ: JITT-007239-300721 - B

.N'Q—I: B Test / ITokazatens Result / Pe3yabTaThl Specification / Hopma
- —‘ Below BDL / Hixe nopora Individual unidentified impurity - not
perucTpalmu more than 0.10%. / Enuunvnas
HenaeHTH(DUIpOBaHHAas IPHMeECH - He
Below BDL / Huxe nopora 6osee 0,10 %.
| perucTpaumnu Total impurities - not more than 0.5%. /
- CymMma npumeceii - He 6osiee 0,5 %.
9 |Uniformity of dosage units /
T ! Acceptance value (AV) should not be
more than 15.0. / Ilokazarens
- ibuprofen / udynpogen ' 2.1 ' npuemieMocTd (AV) 10JkeH ObITh He
' 6onee 15,0.
Acceptance value (AV) should not be
/ 27 more than 15.0. / [lokazarens
W L npuemyeMocTy (AV) nomxkeH ObITh HE
' - | Goee 15,0.
10 | Microbial limits / NIL CFU/g/ a) Total acrobic microbial count - not |
Mukpo6HoaOrHYecKas YMCTOTa KOE/r more than 1000 CFU/g. /
O6mee YUCIIO a3poGHBIX
IMHKpPOOpPrann3Mos - He 6osee 1000 KOE/T.
NIL CFU/g/ b) Total combined yeasts and mould
KOE/r - not more than 100 CFU/g. /
}Oﬁmee YUCIO OPOXOKEBBIX M MJECHEBBIX
rpuboe - He 6onee 100 KOE/T.
Absent per 1 g/ IEc) Escheri.chig col@ - shall be absent per 1 |
OrcyTeTyer B 1r ig.a’ Escherichia coli - orcytcTBHE B 1 T

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

ITpumeyanue: [IponykT cooTBeTcTBYeT TpebosanusaM HJI 3axmouenue: OJJOGPEHO

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

Ioarorosneno: Pardeep Kumar | IIpoBepeno: Pawan Kumar Opobpeno: Menemxep / PykoBoaurens
d(/ g Amit Kumar [\/ \/,

Reprint Date / Reprint Date / ' Reprint Date / ¥

Iara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024




Do
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

'Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : H6yxaun® Dxcnpece (uGynpodeH + napameramo.), NOPOIIOK A/ NPUTOTOBJIEHHUS

pacTBOpa JAJ1s1 IpueMa BHyTpb, 400 mr+325 mr
Batch No. / : V2402351 Batch Quantity / : 25846.33 units /
Cepus No O0bem mapTuu 25846.33 equHuL
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AnaJuTHYecKHif oTyeT No JlaTa aHasm3a
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
Jarta npousBoacTBa I'onen 1o

Analysis performed according ND / Anasu3s nposegen no HJI: JI1-007239-300721

- paracetamol / napayemamon

Result / PesyabTatet

Ne | Test / Iloka3aTens

11 | Assay / KonuuyecTBeHHOE
ompe/e/ieHHe
- ibuprofen / ubynpogen

400.7 mg (100.2%) /
400.7 mr (100.2%)

311.6 mg (95.9%) /
311.6 mr (95.9%)

Specification / Hopma

360.0 mg to 440.0 mg of C;3H;30;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mMr no
1440,0 mr  C13Hi1302  (ubynpoden) (ot
190,0% no 110,0% OT HOMHHANLHOIO
COZiep)KaHusl) B OAHOM NaKeTHKE.

[292.5 mg to 357.5 mg of CsHoNO:
‘ (paracetamol) (90.0 % to 110.0 % of label
[claim) per sachet. / Ot 292,5 mr mo
357,5mr CsHoNO» (mapaueramon) (OT
90,0 % no 110,0 % OT HOMHHAJIBHOIO
lconepmaﬂnﬂ) B OJTHOM NaKETUKE.

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

IMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam H]I 3axsmouenue; OJIOBPEHO

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

IToprororneno: Pardeep Kumar | IIpoepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoautenb
Amit Kumar L

Reprint Date / Reprint Date / Reprint Date N

Jara: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024
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Dr.Reddy’s "_5'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykr Ho6ykaun® Dxenpecc (nGynpodeH + napaueTamoJt), IOPOLIOK AJIsi IPHIOTOBJIEH Ul

pacTBopa [Jisl pUeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2402351 Batch Quantity / : 25846.33 units /
CepHus Ne O0bem napTun 25846.33 eguHui
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024
AnaJuTHYeckHil oT4eT No JaTa aHaJju3a
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npou3BOACTBA I'oaen no

Analysis performed according ND / Ananu3s nposeaen no HJI: JIII-007239-300721

| Ngj_ Test / Ioka3zaTennb
12 | Package / YnakoBka

] Result / PesynbraThl

Specification / Hopma
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. /Ilo 5T
B NakeTHKe W3 KOMOMHHPOBAHHOIO
carton pack. / I[To 5 r B makeruke | MaTepuana (JTaMUHHpOBaHHAs
u3 KOMOHHIPOBAHHOTO ‘ oymara/TIDHI/amtomuHyeBast
Mmarepuana (JamuHuposaHHas | ponsra/[IDHIL). ITo 6 unn 9 nakerukos
oymara/[1DHIT/anfomuHueBas | BMECTE ¢ MHCTPYKLHEHN MO IPHUMEHEHHIO B
donbra/TIOHIT). IIo 6 | MayKy KapTOHHYIO.
TaKEeTHKOB BMECTE c
HHCTPYKLHKEH MO NpUMEHEHHUIO
B MaUKy KapTOHHYIO.

5 gin a sachet of a combination
' material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in

13 |Labeling / MapkupoBka

According to ND. / B cootreercTBuu ¢ HJI.

14 |Storage conditions /

Xpanenue

Store below 25 °C. / IIpu temneparype He Bobiwe 25 °C.

15 | Shelf life / Cpok rogHocTH

2 years. / 2 roaa.

Remarks : The Product confirms to ND/

TIpumeuanue: [TpoaykT coorBeTcTBYET TpeGoBaHusm HJI

Conclusion : APPROVED /
3axiaruenue: OJJOBPEHO

Prepared by /
[ToaroTtoeneHo: Pardeep Kumar

L

Checked by /
IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemkep / Pykosoaurens

Amit Kumar R
‘/\_/ /

A

Reprint Date /
Hara: 30.11.2024

Reprint Date /'
Hara: 30.11.2024

Reprint Date/ }
JlaTa: 30.11.2024
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Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayktr : Hoyxaun® Drenpece (mbynpodeH + napaueramoln), NOPOLIOK Jisl IPUTOTOB/ICHHST
pacTBopa 15 npHeMa BHYTpPb, 400 Mr+325 mr
Batch No. / : V2402351 Batch Quantity / : 25846.33 units /
Cepus Ne O0bem mapTun 25846.33 ennHul
Analytical Report No. / : 040002730280 Date of Analysis / : 30.11.2024

AHaJuTHUecKHI oTueT Ne

JlaTa aHaJu3a

Date of Manufacture / : 11/2024
JaTta npou3BoAcTBa

Date of Expiry / : 10/2026
T'ogen go

Analysis performed according ND / Ananu3 H_pOBe;JeH no HJ: JIT1-007239-300721

| API name / HaumenoBanne ADC: Ibuprofen sodium dihydrate /
Paracetamol / [Tapatietamon
Hoynpotena HaTpus ournapar

INN / MHH: Ibuprofen / MOyupoden Paracetamol / [Tapauertamon
API manufacturer batch number / SB1F0029 APAP/24091293
Homep cepun npouspoauTtenss ADC:
FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIHH FERA00596 FERA00538
npouspoanTens I'JIMD:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIponzpogurtenas A®C, crpana: BAC® Kopnopeiimn, CILIA ['panynec Uuaus Jlumuten, Muaus

Remarks : The Product confirms to ND/

Ipumeyanue: [TpofyKT cooTBETCTBYET TpeboBanuam HJI 3axmouyenne: OJOBPEHO

Conclusion : APPROVED /

i -

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep Kumar | IIposepeno: Pawan Kumar Opnobpeno: Menemxep / PykoBoauTenb

Amit Kumar N g
A— N

Reprint Date / Reprint Date / / Reprint Date/ |
Jata: 30.11.2024 Hara: 30.11.2024 Jarta: 30.11.2024




