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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTH3A

Page 1 of 6/ Ctp. 113 6

—

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yraun I0unop®, Tabnerkn gucneprupyemsre [ans gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepnsi Ne M e Pa3mep cephu : 1500000.0 Ta6 _
Analytical Repo:‘t No/ 040002726252 Date of Analysis / 15.11.2024
AnanuTH4eckHii oTyer Ne ; JlaTa aHaau3a;

Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JaTta npouspojerea : Tonen oo :

Analysis performed according ND / Ananus nposesen 1o HJI: JII-Ne(004427)-(PI"-RU)-260124

Ne | Test / IlokazaTenas

Results / PesyabraThl

Specification / Hopma

—

L e —
1 iDescription / Onucanue

2 |Identification /
IMopauunoOCTD

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and

characteristic odor. /
Kpyribie mnockOUMIHHAPHYECKHE
TabneTkH  po30BOr0  1UBETa C

BKpAIUIEHHAMH, ¢ Hackor U puckoh
Ha OHOM CTODOHE, C XapaKTEPHbIM
3ar1axoM.

[ WC ompll es as pres_chfe(ﬁ —=
CooTBeTcTBYET

Pink round flat-faced beveled-edge tablets |
with impregnations and a score-line on one
side and characteristic odor/ Kpyrnsie
MTOCKOLUARHAPHUECKUE TaBNeTKU
PO30BOr0 LBETA C BKPAILICHUAMH, ¢ GacKoH
A pHUCKkOW Ha OJHOM CTOpPOHE, ¢
XapaKTEPHBIM 3aI1aXOM, i

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the
peaks on the chromatogram of ibuprofen
and paracetamol reference standards
solution (Assay section). / BpemeHa
| ylep)XMBaHMSI ~ OCHOBHBIX THKOB  Ha
\XpOMaTOFpaMMC HCITBITYEMOTO PAacTBOpa
JNOMKHBl  COOTBETCTBOBATH  BpEMEHAM
| ynepxuBaHus THKOB Ha XpoMaTOrpaMme
| pacTBOpa CTAHOAPTHBIX o6paz10B
nb6ynpodeHa M mapaneramona (pasnen
«KONMYECTBEHHOE OTIPE/IETICHHER). |

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponyxr cooTBeTcTBYeT TpeboBaHuam HIT

Opinion: APPROVED
3axnovenue: OJOBPEIIO

Jlata: 15.11.2024

Hara: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Mosarotosneno: Santosh . [Ipoeepeno: Pawan Kumar Ono6peno: Menemxep / PykoBoauTens
KumarMaurya - ( ‘é, 2% Amit Kumar .

= — ==
Reprint Date: Reprint Date: i Reprint Date: ¥

Hara: 15.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJNU3ZA

Page2of 6/ CTp. 2 M3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yiaun FOuunop®, Tabaerkn ancneprupyemsie [as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepusa Ne : A Pa3smep cepHu : 1500000.0 126

Analytical Repo:'t No/ 040002726252 Date of Analysis / 15.11.2024
AHaauTH4eckuii oryer No : ~ |JaTa aHaJju3a; "
Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JaTa npoH3BOACTEA : T'open o @

Analysis performed according ND / Anaan3 nipoeaen no HJI: JII1 -Ne(004427)-(PI'-RU)-260124

Ne Test / Iloxazarens

/ Cpegnsia Macca
TadseTox

3 |Average weight of tablets |

Results / PesyanTaThbl

Complies/CoOTBETCTBYET

© 365.6mg/365.6Mr

| 4 |Disintegration /
PacnagaemocTth

[ Specification / Hopma L _"!
3577mg  to 372.3 mg|
(365.0 mg < 2.0 %). /|
Or 357,7 Mr 1o 372,3 wmr|
(365,0 mr +2,0 %) .
| Not more than 3 min /

00 min 52 sec / 00 MuH 52 cek

| He 6onee 3 MuH

5 |Dissolution /
PacTtBopenne

101 % to 102%

99 % to 102%

'Not less than 70% (Q) of C13HIBOZ|
l(ibuprofen) after 30 min / He menee 70 %
[(Q) C13H1802|

|'(1416ynp0(1)eﬂ) uepe3 30 Mud
lNot less than 70% (Q) of C8H9N02|

| (paracetamol) after 30 min/ He meree 70 % |
Q) C8HONO2 ‘

(napanetamorr) uepes 30 MUH

6 |Dispersibility /
JducnepcHoeTh

Complies / CooTBeTCTBYET

[Rclated substances / PoncTBeHHbIE IPUMECH

Uniform suspension passing through the
710 pm sieve is formed / O6pasyetcs
OJHOpPOAHAT  CYCIEH3MN, NPOXOASINAl
yepes CUTO C pasMepoM OTBEPCTHH 710 MKM

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykt cooTBETCTRYET TpebopaHusM HJT

Opinion: APPROVED
3akmouenune: OJJOBPEHO

JlaTa: 15.11.2024

Hara: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Santosh INposepeno: Pawan-Kumar Ono6peno: Menemkep / PykoBoauTens
Kumar Maurya @ Amit Kumar L

- P ==
Reprint Date: Reprint Date: " Reprint Date:

Hata: 15.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJTH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yiaun IOnuop®, Tabnerxu aucneprupyembie (s pereit], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepust Ne : A Pasvep cepun : 1500000.0 Tab

Analytical Repo:-t No/ 040002726252 Date of Analysis / 15.11.2024
AHaaATHYCCKHIH oTUeT No & JaTa anaamsza: |
Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JaTta npou3BoacTea : T'open no :

Analysis performed according ND / Auanus nposegen no HI: JIT1-No(004427)-(PI-RU)-260124

B | Test/Tokasarens Results / PeaynbTaTs! Specification / Hopma !
Method 1 / Merox 1 T " | 4-aminophenol (paracetamol impurity) - not |
4-Aminophenol content / 0.0001 % more than 0.005 %
ﬁ)npcnc‘;rlcmts COACPXAtHA 4-amunndernn (MpUMech MapaneTaMonay -

RestE o se Gonee 0,005 %
Method 2 / MeTon 2 Any individual unidentified impurity of| :|

, | Determination of 0.07% ibuprofen or paracetamol - not more than | :

| | Ibuprofen and Paracetamol 0.2% |

: gr]l;d:ngj?eed 1empur1t1es / Envununas HeuneHTuGHLIpoBaHHAS ‘
peacieti npumech HGympod)eHa Wik MapalueTaMmona -
HEUAEHTHOHLMPOBAHHEIX .
| - He Donee 0,2 %
[ npimeceit n6ynpodena u
mapaweramosa | |
Total impurities (Method 0.07% Not more than 0.7 %/ He 6onee 0,7 % |
1+Method 2) / Cymma ,
npumeceit (Meron 1 +
Merton 2) l
| g | Microbial limits* / Mukpo6HOTOrHueckas qucToTa* ) Ey
| | s
| a) Total aerobic microbial NA Not more than 103 CFU/g /]
count / OBi1iee HKMCI0 He 6onee 103 KOE/r '
a’poOHBIX '
MHKPOOPTaHH3MOB

Remarks: The Product conforms to ND/
ITpumeyanne: [IpogykT cooTBeTcTBYET TpeboBaHUM H]I

Opinion: APPROVED
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTopaeHo: Santosh( o ITposepeno: Pawan Kumar Opobpeno: Menemkep / PykoBonurens
Kumar Maurya ﬁ g Amit Kumar Lo
f\t—"_:,..-—-"’/
' v

Reprint Date:
Iara: 15.11.2024

Reprint Date:
Hara: 15.11.2024

Reprint Date:
Hara: 15.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHANH3A

Page 4 of 6/ CTp. 413 6

—

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOuuop®, TabneTkn gucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepus Ne : V240233 Pa3mep cepHH : 1500000.0 126

Analytical Repourt No/ 040002726252 Date of Analysis / 15.11.2024
AHaauTHyecKui oTuer Ne ¢ JlaTa aHaau3a: e |
Date of Manufacture / 10/2024 Date of Expiry / 09/2029

JlaTa MpOU3BOACTBA : T'oaen no :

Analysis performed according ND / Ananns nposesen no HJI; JIT-Ne(004427)-(PI” -RU)-260124

Ne Test / Iloka3aTens
|b) Total combined yeasts
and mould count / O61iee
YUCIIO APOXKIKEBBIX U
TIJIeCHEBbIX IpUOOB

Results / PeayabTaTsi

NA Not
He 6onee 102 KOE/r

c) E. coli

9 Uniforrﬁity_o_f dosage units / 6)1[{0;50)}}{&:“ I[OSHpOBaHPI_ﬂ

NA ~ |Shall  Dbe
OtcyrctBue B 1 r

Specification / Hopma

" more  than 102CFUjg  /

absent in lg /]

| Touprofen / HGynpoden a 24 1The acceptance value (AV) should be not
| more than 15.0 / [TokazaTennb
npuemaemoctd (AV) nomkeH ObITh He
Gonee 15,0
Paracetamol / 2.4 The aécépgﬁc_e value (AV) should be not|
[Napaneramon more  than 15.0 /  Tlokasarens
npuemnemoctd (AV) Jomken Obith He
Bonee 15,0
10 | Assay / Kosrioorneiinoe 09.9 mg / 99.9 mMr 90.0mg to 110.0mg of C13HISO2
onpeneneHie (ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr CI13H1802 (ubynpoden) B
TabneTke

124.3 mg/ 124.3 mr

1125mg to 137.5mg of CSHINO2|
(paracetamol) per tablet / OT 112,5 Mr jio |

Remarks: The Product conforms to ND/
Ipumeuanne: [Iponykr cooTBeTcTBYET TpedOBaHHAM H]I

Opinion: APPROVED
Zaxmouenue: OJJOBPEHO

Iara: 15.11.2024

Hata: 15.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosiieno: Santosh [Tposepeno: Pawan Kumar Opobpeno: Meremxkep / PykoBoauTens
Kumar Maurya @ Amit Kumar A

A PN
Reprint Date: Reprint Date: ' Reprint Date: 7

Hara: 15.11.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Page 50f 6/ CTp. SH3 6

Product; Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Wiy JOunop®, Ta6aeTkn aucneprupyemsie [ans gereii], 100 mr -+ 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepnst Ne : e A2 Pasmep cepHH : 1500000.0 Tab6

Analytical Repourt No/ 040002726252 Date of Analysis/ 15.11.2024
Ananurayeckud oryer Ne : JIaTa aHajiH3a: DR |
Date of Manufacture / 10/2024 : Date of Expiry / 09/2029

JlaTa mpoH3BOACTBA I'oxeH fo :

Analysis performed according ND / Ananus nposesen no H/I: JITT-Ne(004427)-(PT-RU)-260124

No Test / [lokazaTens Results / PQSleb-TaTbl
EE T N N = = “11375mr CSHONO2 (mapaueramon) B

Tabnerke

11 |Package / YnakoBKa 10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information |blisters and patient information leaflet in a
leaflet in a carton. / ITo 10 Ta6nerok | carton. / ITo 10 Tabnetok B OiUCTED M3
B Gmicrep u3 [IBX/Al Tlo 2|TIBX/AL ITo 1, 2 unn 20 6mucTepos BMecTe
GnucTepa BMeCTe ¢ HHCTpYKIHeH | ¢ MHCTpyKUMEl MO MPHMEHEHMIO B NAYKY |
Mo  NpUMEHEHHIO B Ha'-[}(y|KapTOHH)'}0. |
| KapTOHHYIO. :|

Specification / Hopma

{712 |Labeling / Mapkuposka | According to ND. /B COOTBCTCTBHHI c HI.

| 13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /|
i | XpaHeHHe B opurvHansHoi ynakoske (6vctep B nadyke) pi TEMIICPaType HE BhILLE 25 °C.
14 [Shelflife / Cpok 5 years / 5 et

‘ TOAHOCTH

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. 'L'he test can be absent
in the manufacturer's certificate of analysis. / MenbiTanHe NPOoBOANTCSA TOJBLKO A5 Kaxgoii 20-it cepun HJIH NI
ofiHOH cepHH B Trofl, B 3aBHCHMOCTH OT TOI0, 4TO HACTYNIHT DaHee. Ioka3zaTeab MOKET OTCYTCTBOBATL B

ceprudHKATE AaHAJIH3A NIPOM3BOJHTENS.

Remarks: The Praduct ronforms tn NTY Qpinion; APPROVED
Tpumeuanue: [Tponykr cootsercTayer TpefosanusM HJ{ 3axroyenue: OJJOBPEHO
Prepared by / Checked by / - Approved by: Manager/Executive /
MMogroToenexo: Santosh Tposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBonuTenb
Kumar Maurya @ Amit Kumar ~e
—— i/-fLm_ .'-'\-—:"//
Reprint Date: Reprint Date: i Reprint Date:  V
IMata: 15.11.2024 Hara: 15.11.2024 IMara: 15.11.2024




Dr.Reddy’s Q.':‘

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJTH3A
Page 6 of 6/ CTp. 6 13 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y YOrnop®, TabaeTkn gucneprupyemble s gereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : [v2402335 PazMep cepHH : 1500000.0 Tab
Analytical Repovrt No/ 040002726252 Date of Analysis / 15.11.2024
AnanuTHueckni oTyeT No ; JlaTa aHaAM3a:
Date of Manufacture / 10/2024 Date of Expiry / 09/2029
JlaTa npoM3BONCTEA : T'opgen a0 : o
Analysis performed according ND / Anaans nposenen mo HJL: JITT-Ne(004427)-(PI'-RU)-260124

Homep cepnu cy6cTaHUHH
nponsBoguTens I'JID:

API name (INN) /
Haumenosanme ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapanietamon
API manufacturer batch number / PIBM240170 APAP/24040591
Homep cepuit nponspoanTeis AQC:
FP Manufacturer API Batch number /

FERA00560 FERA00433

APl Manufactured by & country /
ITponseogurens AD®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Cadtencus Jlumuten, Muous

Granules India Ltd., India /
panynec Unpgus JITA., Ueaus

Remarks: The Product conforms to ND/

IIpumeuanue: ITpoaykt coorBercTByeT Tpebosanuam HJL

Opinion: APPROVED
3aknovyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Santosh 7 TIpoBepeno: Pawan Kumar Onobpeno: Menemkep / PykoBoaurens
Kumar Maurya # : Amit Kumar J

< 1 4_ ) /\(/
Reprint Date: Reprint Date: ! Reprint Date:
Jata: 15.11.2024 Jara: 15.11.2024 Jara: 15.11.2024




