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[Topomiok 6enoro uBera c|
XapaKTEePHBIM 3aMaXoM.

XapaKTEPHBIM 3aI1axoM,

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg ]
poaykr U6yxann® Dxenpece (bynpoden + mapaneTamod), NOPOIMIOK /sl IPUTOTOBJIEHHS
pACTBOpa AJisl IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300704 Batch Quantity / : 25396.00 units /
Cepus Ne O0beM napTuu 25396.00 eaunun
Analytical Report No. / : 890001658523 Date of Analysis / : 27.04.2023
Anamurnuyeckuid oTyeT Ne JlaTa aHaau3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jata npou3BoacTBA [Tonen no
Analysis performed according ND / Anasu3s nposeaen no HJI: JIII-007239-300721
Ne Test / TlokaszaTens Result / Pesyibtater | ~ Specification / Hopma
1 |Description / Onucanue White powder, with | White to off-white powder, with a
[ characteristic odour. /| characteristic odor. / ITopotok oT 6enoro

0 TouTH Oeyloro 1BeTa, C XapaKTEepHbIM
3anaxom.

Colourless solution with a characteristic

odor shall be observed, may have small
amount of suspended particles. /
becuBeTHbIi pacTBOp C XapaKTEPHBIM |

3aMaxoM, C BO3MOXXHBIM COJepXaHUEM
HEOONBLIONO KOJIMYECTBA B3BELIEHHBIX
YaCTHLI.

Dissolution time /
Bpems pacTBopenust

pH of solution / pH pacTBOopa

2 | Reconstituted solution / Comphies /
BoccTaHoB/IeHHBII pacTBOp ' CoOTBETCTBYET
- appearance / onucaiue
|- Color of the solution / ~ Complies /
U8emHOCMb CooTBeTCTBYET

Color intensity of the solution does not

exceed color intensity of reference standard
By. / PacTBOp mOJDKEH OBITH OKpallleH He
0oJiee HHTEHCUBHO, YeM 3TaJIoH Bo.

01 minute 09 seconds

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

6.6

15.8t07.8./015,8 10 7,8.

Remarks : The Product confirms to ND/
IIpameuanue: IIponykT cooTBeTcTBYeT TpeboBaHusm HJ{

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Ramakant

HOI[FOTOBHGHOW

Checked by / Pardeep Kumar

IIpoepeHo: OL

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Mernemxep / PykoBopnTeiis

Lo’

Print Date /27.04.2023
JHara:

Print Date /27.04.2023
Hata:

Print Date /27.04.2023
Jlata:
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Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoayxkr Ho6yknun® Ixenpece (uGynpoden + napaneTamoln), MOPOLIOK sl IPHIOTOBJIEHHSI

pacTBOpa AJisl IpueMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2300704 Batch Quantity / : 25396.00 units /
Cepus Ne O6beM mapTum 25396.00 eqnHuL
Analytical Report No. / : 890001658523 Date of Analysis/ : 27.04.2023
Ananutuyeckuii oTuer No Jata apanusza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npou3BoJCTBA I'ogen no B
Analysis performed according ND / Anaan3 nposeaen no HJI: JIII-007239-300721

Ne Test / IlokazaTennb Result / Pe3yabTaThbl Specification / Hopma
5 [[dentification / IloqTMHHOCTH The retention times of the main peaks in the
| ) by HPLC / BIKX chromatograms of test solutions should
correspond to those in the chromatograms of
— Ibuprofen / ubynpogpen Complies / reference  standards solution (Assay|
CooTBeTcTBYET section). / Bpems yaepx¥BaHUs OCHOBHBIX |
~ Paracetamol / napayemamon MMKOB HAa XPOMATOTrpaMMax HCHBITYEMBIX |
pacTBOPOB  JOJDKHBI ~ COOTBETCTBOBATH |
BpeMeIam YAEPXKUDAIIHA |
COOTBETCTBYIOLUMX OCHOBHBIX IHKOB Ha
XpOMaTOrpaMMax pacTBOpa CTaHAApPTHBIX
obpasuoB  (pazgen  «KommuecTBeHHOE

| | onpenenenuer).

B) by HPLC-UV / BOXX-Y® When carrying out the "Assay" test, the
UV spectra of the test solutions should
~ AIbuprofen / ubynpogen Complies / correspond to those of ibuprofen and
— Paracetamol / napayemamon CooTBeTCTBYET paracetamol standard solutions. / Ilpwu

npoBedeHMH  Tecta  «KonuuecTBeHHOE
onpeaeneHue» YD-CIeKTpsl UCIBITYEMBIX
pPacTBOPOB JOJKHBI COOTBETCTBOBATE Y P-
CIEKTpam CTaHIAPTHBIX pacTBOpOB
ubynpodeHa U napaleTaMmona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboanusmM HJ{ 3akaoyenne: OJJOBPEHO
Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
Ioarorosnexo: ITpoBepeHo: Onobpeno: Menemxkep / Pykosonurens
fubotd — W)
_
Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023
Hara: Harta: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : Hoykaun® Dxenpecc (ubynpoden + napaneramos), NOPOIIOK AJsi NPUTOTOBJIEHHSA

pacTBopa Jist npuemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300704 Batch Quantity / : 25396.00 units /
Cepusi Ne O0bem napTuun 25396.00 equnuL
Analytical Report No. / : 890001658523 Date of Analysis / : 27.04.2023
AHaauTH4YecKHii oTdeT No JlaTa aHAJIH3A
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTta npou3BOACTBA T'oaen no

Analysis performed according ND / Ananun3s nposenen mo HJL: JITI-007239-300721

No Test / [lokazaTens | Result / PesyabTaThl Specification / Hopma
6 |Particle size / Pa3amep yacTui 100 % Particle size less than 2 mm — not less
than 95 %; / YacTui pa3mMepoMm MeHee 2 Mm
— He MeHee 95 %,
91 % Particle size less than 0.25 mm — not less
than 60 %. / yacTuy pasmMepoMm MeHee
0,25 MM — He MeHee 60 %.
7 |Water/ Boga 4.9 % Not more than 8.0 % w/w. / He 6osee 8,0 %.
8 |Related substances /
PoacTeennbie npumecu
- ibuprofen / ubynpogen Less than LOQ (0.04%) Individual unidentified impurity - not more
than 0.15 %. / EnunuyHas
HEUAECHTHOHIIUPOBAHHAS IPUMECH - HE
Less than LOQ oonee 0,15 %.
Total impurities - not more than 0.5%. /
Cymma npumeceii - ve onee 0,5 %.
- paracetamol / napayemamon | Below limit of Detection (LOD: [Impurity K - not more than 0.15%. / |
0.01%) [Tpumecs K - He 6onee 0,15 %.
BDL(Disregard area 6564) [ndividual unidentified impurity - not more
than 0.10%. / Equunviran
HeueHTH(UIPOBaHHAs NPUMECH - HE
bonee 0,10 %.
I BDL Total impurities - not more than 0.5%. /

Remarks : The Product confirms to ND/
IIpumedanne: IIpoayxT cooTBeTcTBYET TpeboBanusiM HJ|

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar

IloAroToBieHO: ITporepeHo: Onobpeno: Mernemxep / PykoBoguTesns
’%\’b«} C—‘L—; gLt

Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023

Jara: JlaTa: Hara:
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTUO®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Hoykann® Dxenpece (nbynpodeH + napaueTamol), NOPOLIOK JJist IPUTOTOBJIEHHs
pacTBOpa AJig IpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300704 Batch Quantity / : 25396.00 units /
Cepust Ne O0bem napTHH 25396.00 ennnuly
Analytical Report No. / : 890001658523 Date of Analysis/ : 27.04.2023
AbanuTHyeckuii oryer No JlaTra aHanu3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa nmpou3BOACTBA T'oxen 1o
Analysis performed according ND / Ananus nposeaen no HJI: JII1-007239-300721
Ne | Test / IToxasaTens Result / PesyabTaThl | Specification/ Hopma |
R CymMma npumeceii - He 6otee 0,5 %. |
|
9 |Uniformity of dosage units / ' |
OaHOpPOAHOCTH O3 POBAHUSI ‘
- ibuprofen / ubynpogen 4.7 ‘Acceptance value (AV) should not be more
'than 15.0. / TToka3zaTenb NpUEMIIEMOCTH I
(AV) nomxeH 6bITh He 6onee 15,0.
35 'Acceptance value (AV) should not be more
- paracetamol / napayemamon ' rthan 15.0. / ITokazaTtenb NpueMIEMOCTH
(AV) nomxkeH 6bITh He Goriee 15,0.
10 | Microbial limits /
Mukpobuosorniyeckas YHCTOTa NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
O011iee YUCII0 a3pOOHBIX MUKPOOPTaHU3MOB
- He 6osiee 1000 KOE/T.
b) Total combined yeasts and mould - not
NIL CFU/g imore than 100 CFU/g. /
Ofmiee YUCIO APOMOKEBBIX M MIIECHEBBIX
rpubos - He 6onee 100 KOE/T.
Absent c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBue B 1 T.

Remarks : The Product confirms to ND/
Ipumeuanue: HpoaykT coorBercTBYeT TpeboBanusm HJ{

Conclusion : APPROVED /
3akimouenue: OJIOBPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
IToarorosneHo: tn. IIposepeno: Onobpeno: Menemxep / PykosonuTens.

Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023

Jara: Jara:
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CERTIFICATE OF ANALYSIS
CEPTUOUHKAT AHAJIM3A

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

Npoaykr : --Hoykmun® Dxenpece (uGynpoden + napaneramo.n), NOPOMIOK Jisi IPUTOTOBJICHHUS]
pacTeopa Ajisi npueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2300704 Batch Quantity / : 25396.00 units /

Cepus Ne O6beM mapTun 25396.00 enunn

Analytical Report No. / : 890001658523 Date of Analysis / : 27.04.2023

AHanuTHyecknii otuer Ne JlaTa aHanu3a

Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025

JaTa IpoH3BOACTBA I'open no

Analysis performed according ND / Anann3 npoBeaen no HJI: JIIT-007239-300721

N | Test / Tokazarenn Result / Pe3syabTaTsl | Specification / Hopma

11 | Assay / KosnuecTBeHHOE [
ornpejeneHue
- ibuprofen / ubynpoden 402.9mg (100.7 %) 360.0 mg to 440.0 mg of Ci3HisO;
402.9mr (100.7 %) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3His02 (ubympoden) (or 90,0 % no
110,0 % OT HOMMHAJIBHOTO COAEpPXKaHUS) B
OJIHOM TTaKETHKE.

- paracetamol / napayemamon 329.5 mg (101.4%) 2925 mg to 357.5 mg of C8H9N02|
329.5 mr (101.4%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 Mr '
CsHoNO; (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAJIBHOI'O COAEpPXKaHHs) B
OJIHOM IaKeTHKe. |

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

IIpumeuannue: IIpogykT coorBeTcTBYET TpeboBanusmM HJI 3akawuyenue: OJIOBPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar

IToarorosinexo: ITposepeHo: Onobpeno: MeHemxkep / Pykosoaurenb
kot £ !

Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023

Jarta: Jlata: Jlata:
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr U6yxanu® Dxenpece (ubynpoden + napaneramon), NOPOLIOK AJIsi IPUIOTOBJIEHHUS]

pacTBOpa AJisl Np¥eMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300704 Batch Quantity / : 25396.00 units /
Cepusi Ne O6bem mapTum 25396.00 enunuu
Analytical Report No. / : 890001658523 Date of Analysis / : 27.04.2023
AHanuTnyeckuii oTuer Ne JlaTa aHaJiu3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3BoacTBa I'open no - )
Analysis performed according ND / Ananms nposeaen mo HJL: JII1-007239-300721

Result / Pe3yabTaThl Specification / Hopma

[ N[ Test/ITokasatenn
| 12 |Package / YmakoBKa

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./I[To St B
TMaKeTUKe 13 KOMOUHHUPOBAHHOTO
marepuana (laMyHKHpOBaHHas

5 ginasachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
NIAKETUKE u3 | 6ymara/[I1DHI1/amomMunueBas
KOMOWHHPOBaHHOIO ¢donera/TISHIT). Ilo 6 wm 9 nakeTukor
Matepuana (JaMUHUPOBAHHAA |BMECTE ¢ MHCTPYRUUEH MO NpUMEHEHUIO B
6ymara/TIOHI1/antoMiHKEBasT | TaYKy KapTOHHYIO.

donsra/[TOHIT). ITo 6

| NIAKETHKOB BMECTE c
UHCTPYKLHEH o
IPUMEHEHHIO B naydky
KapTOHHYIO.

13 |Labeling / Mapkupoeka

14 |Storage conditions /

Xpanenue

15 [Shelf life / Cpok rogaocTn

According to ND. / B cootetcTBum ¢ H/I.

Store below 25 °C. / [1pu Temneparype He Bbite 25 °C.

2 years. / 2 roja.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: [TponykT coorBeTcTBYeT TpeboBanusm H] 3axmouenne: OIOBPEHO
Prepared by / Ramakant Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
IMoarorosnexo: Ud" IIposepeno: Onobpeno: Menemkep / PykosoauTtens
‘@m& / OL? m s
Print Date /27.04.2023 Print Date /27.04.2023 Print Date /27.04.2023
Jara: Hara: Jlara:
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