Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol. Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIU3A

Page 1 0f 10 / Cp. 1 us3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoayxr: Hoykana®, TabaeriH, NOKPLITHIE MIeHotHO# 060a04Koif, 400 mr + 325 Mr

| Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepun Ne e O6bem cepuu " 800000.0 Tab
Analytical Report No / - 040002811711 Date of Analysis / . 25.02.2025.
AHaauTHYecKHi oTueT No Jarta ananauza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
Hara nmponzBoacTea I'onen no

| Mfg. License No. / MA number: /
IIpou3eoncTBennan : MNB/05/263 u La A . JITI-Ne(003654)-(PT-RU)

Homep PY

JinIeH3nna Ne

Analysis performed according ND: / Ananans npoeeaen mo HJI: JIII-NQ(003654)-(I_’I“-RU)-101123

6eJoro 1BeTa.

IUIEHOYHOI 0607104KOH OpaH)XeBOro

Ne |Test/ [loxaszaTenn Results/ PesyabTaThi Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucaune one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / TabneTku cross-section. / Tabnetku xancynosHagHoM

KancynoBuaHOM GOpMbl, NOKPHITEIC | HOPMEI, TOKPLIThIE TUICHOYHOH 060109KOM
OpaH)XeBOTO LBETa, C PHCKOH Ha OJHOH CTOpPOHE;
LIBETa, C PUCKO Ha OZHON CTOpPOHE; |Ha nomepeuHoM paspese — sapo 6enoro wiu
Ha TIOMEPEYHOM pazpese — AIpo noyty 6esoro LBeTa.

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ilpumeuanne: IlpoaykT coorBeTcTBYeT TpeboBanmam HJ| 3axmodenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Santosh Kumar | IlpoepeHo: Pardeep Kumar | /Ono6peno: Meremxep /

Maurya ﬁ(

Lo ——

E Pyxoa‘onmem,:\ﬁngt_Kumar
] et

Reprint Date: Reprint Date: Reprint Date: ¥
JlaTa: 25.02.2025 Hara: 25.02.2025 Jara: 25.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s €3¢

Dr, Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tet . +51 58186 55001-C2

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A

Page 2 of 10/ C1p. 2 153 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Tpoayicr: M6yrnun®, TabieTku, HOKpuITHIC NACHOYHOH 060/104K0it, 400 Mr + 325 Mr

muensus No

Market / PoiHok :Russia / Poccus

Batch No / - Batch Quantity / _ 800000.0 tab/

Cepnsn No PPEUES Obnem cepnn * 800000.0 126 o
Analytical Repo:‘t No / - 040002811711 Date of Analysis / . 9502.2025

AHanuTHYecKHi oTyer Ne JaTa anannsa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa npou3BoacTea Togen g0

Mifg. License No. / MA number: /

IlpoussoacTBeHHas : MNB/05/263 Homep PY : JII-Ne(003654)-(PI'-RU)

Analysis performed according ND

: / Avanns nposeaen no H/I: JIII-Ne(003654)-(PI'-RU)-101123

Complies as prescribed/
CoorseTcTBYET

2 |Identification /

IloganumoceTn

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 (section Assay) /
BpemeHa ynepXuBaHMA OCHOBHBIX THKOB Ha
Xpomarorpamme HCIBITYEMOr0 pacTBOPa AOHKHBI
COOTBETCTBOBAThL BpEMCHAM YIEpPHHBAHUA THKOB
Ha XpoMaTrorpaMMe pacTBopa CTaHOAPTHBIX
obpasios nbynpodeHa M napaueramona (pasgen
«KonuuecTBeHHoE OIpeaeseHUe)

Average tablets weight / 970.8 mg/ 970.8 Mr

Cpeaguss macca TabJeTox

Disintegration /
PacnmagaemocTn

09 min 10 sec/ 09 MHH-_I-O cek

940.9 mg to 999.1
(970.0 mg + 3.0 %) /
Or 940,9 Mr
(970,0 Mr + 3,0 %)

mg

999,1 MT

I

Not more than 30 min /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoxykr cootBercTByeT TpeGosanusM HJJ

Opinion : APPROVED
3axmovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | [lposepeno: Pardeep Kumar | /Ono6peno: Meuemxkep /

Maurya 3 - D_E/ PyKOBO}II/ITeJIbe E*lig_/lfiumar
Reprint Date: Reprint Date: Reprint Date: V -

Hara: 25.02,2025 JlaTa: 25.02.2025 Hara: 25.02.2025

Rugisiered Cffice. 8-2-337, Noad Mo, J, Bemjaro Lils, Hydorabad  S00024, Talangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC
www.drreddys.co

004507
m




Dr.Reddy’s ‘g‘.

Dr, Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nelagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tl -a81 28166 56001-02
181 . vJ1 3010 SVUUVL-UL

www.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3 of 10/ Crp. 3 u3 10

?roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayscr: H6ykann®, TaGaerkn, moKpbIThbie IIeH0YHO 06o0uKaii, 400 Mr + 325 Mr

| Analysis performed according ND: / Anaaus nposenen no HJl; JITT-Ne(003654)-(PT-RU)-101123

Market / Peinok :Russia / Poccus

Batch No / i Batch Quantity / . 800000.0 tab /

Cepua Ne P VAo Ob6Lem cepHn " 800000.0 Ta6 |

Analytical Report No / - 040002811711 Date of Analysis / . 25.02.2025

AHanuTadecKHit oTueT Nt Jata aHajmsa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

JaTa npod3BOACTEA u Togen 10

Mfg. License No. / MA ber: /

IlpouzBoxcTBEHHAR : MNB/05/263 Dt : JITI-Ne(003654)-(PT-RU)
Homep PY

JHIEH3HA Ne i o

s

Dissolution /
PacrBopeHnne

99 % to 102 %

97 % to 99 %

Not less than 70% (Q) of Ci3His02 (ibuprofen)
after 30 min/
He menee 70 % (Q) Ci3H ;02 (bynpoden) uepes
30 muH
Not less than 70% (Q) of CsgHeNO: (paracetamol)
after 30 min /
He meHee 70 % (Q) CsHoNO: (mapaueramon)
ucpes 30 MUH

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBercTByeT TpeboBaHuam HI

Opinion : APPROVED
3aruttouenne: OJJOBPEHO

Prepared by /
IMoaroTosneno: Santosh Kumar

Maurya }:%

/-.-__

Checked by /
IlposepeHo: Pardeep Kumar

o —

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
Pyxo Bomlmm?'\i&mi_t Kumar

| S~

Reprint Date:
Hara: 25.02.2025

Reprint Date:

Jara: 25.02.2025

Reprint Date: v
Hara: 25.02.2025

Registered Office: -2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ®¢

Dr. Redidy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tei : +91 55166 560661-C1
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUDPUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 13 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoayxr: M6ykann®, TaGnerku, nokpeirsie NIeHoYRoi 0Gomoukoii, 400 mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No / ! Batch Quantity / . 800000.0 tab /

Cepus Ne R V2500345 Odbem cepu " 800000.0 Tab

Analytical Report No / - 040002811711 Datc of Analysis / . 25.02.2025
AnaanaTuyeckHl oTyet No JlaTa anaun3za

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

Jata mpoM3BOACTBA Topgen no —

Mfg. License No. / " MA ber: /

TIpoM3BoACTBEHHAS . MNB/05/263 numoer: ¢ JII-Ne(003654)~(PT-R U)

Homep PY
JnuneH3ng Na . -
Analysis performed according ND: / Anaan3 nposenen mo HJI: JII-Ne(003654)-(PI'-RU)-101123 i

6 |Related substances / 0.0004%
PoxcTeeHHbIE TPHMECH
Method 1/ Metopn 1

Method 2 / Merox 2 Below BDL / Huxe mopora
perncTpaunn

0.0004%

4-aminophenol (paracetamol imputity) - not more
than 0.005% /
4-amuHodeHon (NMpuMech MapalieTamolla) He
tonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

Jioban emuHuunas npuMech (ubynpodeHa umn
napaneramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Metox 1 + Meton
2) He 6onee 0,7 %

7 |Water / Bona 1.3%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpamedanue: [Iponykr coorsercTBYeT TpeboBanmnsam HJI

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | IlposepeHo: Pardeep

Maurya & c.f/ Pykoroautens: A&]it Kumar
= e ;/-Kf.c/' g

- | Approved by: Manager/Executive
Kumar |/Opo6peHo: Menemxep /

Reprint Date: Reprint Date:
Hara: 25.02.2025 Jlara: 25.02.2025

Reprint Date'
Jlara: 25.02.2025

Kegrstered UTICe: 8-2-337, nudu Nu. 3, Beryara thilla,

Ilvderubad 500084, Taiangan», Indis

Tel: 191 40 4900 2900, Fax: +91 40 4500 2993, Email: maii@@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.,
Formulation Unit-6

vill, Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

U, Anaer EEAAT A
Tel . +91 96186 56C01-C2

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIA3A

Page 5 0f 10/ CTp. 5 13 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

[ Hponykr: HGyxnun®, TabneTkn, noKpuITHIE MI€HOYHOI 060.104K0i, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Pocena

Batch No / . Batch Quantity / 800000.0 tab /

Cepus Ne 1 2e000e O6nem cepun * 800000.0 Tab

Analytical Report No / - 040002811711 Date of Analysis / . 25.02.2025

AnanuTndecknii oryer No JaTa anaansa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

daTa npousBoacTBa Togen a0

Mfg. License No. / MA ber: /

IpousBoacTRenHan : MNB/05/263 pemoer: . JITI-Ne(003654)~(PY-RU)
Homep PY

JHneH3ua Ne

Analysis performed according ND: / Auanu3s nposeaex no HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OnHOpOAHOCTE
JIO3MPOBaNHA

- ibuprofen / n6ynpoden

1.2

- paracetamol / 1.2

napauneTaMol

Acceptance value (AV) should be not more than
15.0 /Iloxaszatens npuemnemoctH (A V) nosmken
66ITh He Gonee 15,0

Acceptance value (AV) should be not more than
15.0 /IToxaszarens npreMneMocTd (AV) fo/keH
6n1Th He Gonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanwue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akarouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Hogrotosneto: Santosh Kumar | Ilposepeno: Pardeep Kumar | /Ono6peno: Menemxep /
Maurya ﬁ’ Pykoroautent,: Amijt Kumar
! ——— J————:* ?1{\ ".‘"‘,.- L
Reprint Date: Reprint Date: Reprint Date:’
Iata: 25.02.2025 Jlara: 25.02.2025 Hara; 25.02.2025

Registered Office: §-2-337, Road Na. 3, Banjara Hilis, Rvdoerabad - 500034, Telangara, (ndia
Tel: +91 40 4900 2900, Fax: +97 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel ; +51 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 6 of 10 / Crp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponykr: I/Iﬁymun", TabJIeTKH, MOKPLITHIE INIEROYHO# 060a04YKoit, 400 Mr + 325 mr

—

Market / Persok +Russia / Poccus

Batch No / i Batch Quantity / . 800000.0 tab/

Cepnsa Ne S O6Lem cepHH " 800000.0 rab

Analytical Repo:‘t No/ . 040002811711 Date of Analysis / . 25.02.2025

Ananurnyeckuii oryer Ne JlaTa aHaau3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

Jara npon3Boicrea T'onen po

Mfg. License No. / MA ber: /

TIpomM3BoACTBEHHas - MNB/05/263 TIOET: : JITI-Ne(003654)-(PT-RU)
Homep PY

Juuensua Ne =1

Analysis performed according ND: / AHanu3 nposegen mo HI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MuxpoGHonornyeckas
YyHCTOTA*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6uiee yucno He 6onee 1000 KOE/r
adpobHbBIX
MHKPOOPraHH3MOB
b) T'otal combined yeasts NA Not more than 100 CFU/g /
and mould count / O61nee He 6onee 100 KOE/r
YUCJIO APOMOKEBBIX 1
TLIECHEBBIX IPpHOOB
¢) E. coli NA Shall be absent in lg / OtcyrcTBHe B
Ir

Remarks : The Product conforms to ND/
IIpumeuanue: HpoayxT coorBeTcTByeT Tpeboranuam HJL

Opinion : APPROVED
3axinouenne: OJOBPEHO

Prepared by /
[ToarotosneHo; Santosh Kumar

Maurya (4}3

=

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Meuemkep /
P)’KOBO)JHTG{[(L: Amit Kumar

Reprint Date:
Hara: 25.02.2025

Reprint Date:

Hara: 25.02.2025

Reprint Dale:
Hara: 25.02.2025

Registered Otrice: §-£-33/, Road No. 3, Banjara Hills, Huderabad - 500034, Teiangana, tndia
Tel: +91 40 4900 2900, Fox: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy'’s €3¢

Dr. Retidy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
lei: +91 98166 506001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 7 of 10/ Cp. 7 113 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoayxr: Moykann®, Ta6aeTKE, TOKPLITLIE NNEH0UHO 060709K0il, 400 Mr + 325 Mr

Market / Pe1HOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusr Ne V2Re O6bem cepnn ' 800000.0 Tab
Analytical Rep0ft No/ . 040002811711 Date of Analysis / . 25.02.2025
| AHaAHTHYeCKHH oTueT No JaTa anann3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
Jarta mpousBoacTBa T'onen no
Mfg. License No. / MA ber: /
TIponsBoCTBEHHAN : MNB/05/263 M - JITI-Ne(003654)-(PT-RU)
Homep PY
JiueH3Hst Ne ]

Analysis perfonned_according ND

: / Ananus nposenen no HI: JIT-Ne(003654)-(PI-RU)-101123

10 |Assay / KonndecTBennoe
onpegeneHHe
|

398.8 mg/398.8 Mmr

323.40 mg/323.40 mr

360.0 to 440.0 mg of Ci3HsO: (ibuprofen) perl
tablet /

Ot 360,0 mr 0o 440,0 mMr C3H 1302 (u6ynpoden) B
tadneTke

292.5 to 357.5 mg of CsHoNO: (paracetamol) per
Lablet /

Ot292,5 mr 1o 357,5 mr CsHoNO; (mapaueramon)
B TabneTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
B [IBX/Al 6nuctep. ITo 1 6micrepy
B 1a4Ky KapTOHHYK BMeCTe C
UHCTPYKLHEN MO NPUMEHERHIO,

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B [IBX/Al 6muctep. ITo 1, 2 nan 20
6AUCTEPOB B TIAYKy KApTOHHYID BMECTE C
UHCTPYKUMEH 10 NPUMEHEHHIO.

12 | Labeling / Mapkuposka

According to ND. / B cootBercTBuu ¢ H]I.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenne ITpu Temnepatype ue Beile 25 °C.
14 | Shelf life / Cpox 5 years /5 net
TOAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
IIpnmeyanne: [Iponykt cooTBeTCTBYET TpeGoBanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /

Maurya

=

IToaroroBlI€HO: Santoshjlmnr
l“ P

Checked by /

Fice

ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PyKOB_OJ_llVlTC.QbZ Amit Kumar

| S

Reprint Date:
Hara: 25.02.2025

Reprint Date:
Jara: 25.02.2025

Reprint Daté:
Jara: 25.02.2025

Registered Ottice: §-4-33/, Koad No. 3, Banfara Hilis, Hylerabad « 500034, Teisngung, India
Tel: +91 40 4600 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

wwuw.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, {NDIA

~. 1 oA Ane o CoNNT_NT
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 8 of 10/ Crp. 8 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayekr: Hoyxaun®, rabaeTky, nokpeirsie nueHodnHoi 06om0uKoii, 400 Mr + 325 Mr
Market / PorHOK :Russia / Poccus
Batch No / ] Batch Quantity / ~ 800000.0 tab /
| Cepust Ne e O6bem cephn " 800000.0 Tab
Analytical Repo:'t No/ . 040002811711 Date of Analysis / . 95.02.2025
| AnaguTHYCCKHH oTHeT Ne Jlara ananun3za
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029
Harta npousBoacTpa I'ogen po
Mfg. License No. / MA ber: /
IlponsmoacTrenHas - MNB/05/263 T Oer: - JII-Ne(003654)-(PI’~-RU)
Homep PY
JHueH3nA Ne E = ]
Analysis performed according ND: / Ananu3 nposenen no HJI: JITT-Ne(003654)-(PT-RU)-101123 |

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

ITpumeuanne: Cebinkd B HOPMATHBHOH A0KYMeHTaUuy pyBegersl Ha ['@ PO XIV.

* [TpoBOAMTCS IPOH3BOANTENEM MPU BEITYCKE IEPHOAMYECKHU: [T Kaxcaoit 20-0if cepun iuny He MeHee 1 pa3a B
rog. TToxasaTenb MoxeT GbITb HE BIUTIOYEH B cepTHOHKAT aHan3a HupMbl.

API name / HaumenoBanue ADC: Ibuprofen / H6ynpopex Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
At It CinmEer Y PIBM240211, PIBM240215 0547/24-25
Homep cepun npouspogutess ADC:
FP Manufacturer API Batch number /

FERA00683, FERA00729 FERA00534

Homep cepun cy6CTaHIMA TPOH3BOIUTCS
IJID:

Solara Active

API Manufactured by & country /
Ipouseoautens ADC, crpana:

Limited, India / Conapa DxtuB
®apma Caiteacus JiumuTes,
Wnnua

Sri Krishna Pharmaceuticals
Limited, India / IIpu Kpawna
dapmacsroTkanc Jiumurea,
PInjust

Phanna Sciences

Remarks : 'LI'he Product conforms to ND/
IIpumeuanme: [Ipoaykr coorBeTcTBYET TpeboBannam H]I

Opinion : APPROVED
3akmwuenune;: OJOBPEHO

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

[TogrotoBneno: Santosh Kumar | IIposepeno: Pardeep Kumar | /Opo6peno: Menemxep /

Maurya 5 PykosoauTen; Amit Kumar
& i o

Reprint Date: Reprint Date: Reprint Date: Y

Hara: 25.02.2025 Hara: 25.02.2025 Hara: 25.02.2025

Registered Uffice: 8-2-337, Ruad No. 3, Banjara Hills, {ivderabad 500634, Telangana, Indis
Tel: 491 40 4900 2900, Fax; +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

‘.!

( ! *° Formulation Unit-6

Dr. Reddy s . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 981€6 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Page 9 of 10/ Crp. 9 u3 10

’Froduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Moykann®, rabaerxu, NOKPLITbIe NJIeHOYHOHA 06010uK0ji, 400 mMr + 325 Mr
Market / Pernok :Russia / Poccust
Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne 2300245 O0nem cepuu " 800000.0 Tab
Analytical RepoUrt No / . 040002811711 Date of Analysis / . 25022025
_AHamuTHYeCKHI oTueT No Jata ananuia
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JaTa npousBoacrea Tonen no
Mfg. License No. / MA number: /
ITpousBoacTBenHas : MNB/05/263 - ; ¢ JIIE-Ne(003654)-(PI'-RU)
Homep PY
| sMnen3ua Ne Lmn —
Analysis performed according ND: / Avanns nposeaen mo H M : JITI-Ne(003654)-(PI'-R1)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHnoBaune, anpec, THUEHIHA IS I-p Pennn’c Jlaboparopuc JItn., Uaous, [1pon3BoacTBeHHOE
IIpon3soacTBenHas muomaaka / I[nomaakxa nonpazaeneqne-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Jluctpukr
KOHTPOJIA KayecTBa / IlJlomagka Boinycka Conas, X.I1., 173205, Maans (muensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akio4eHne 0 cooTBeTCTBHH: «HacTosmum 8 MoATBEpxAao, YTO NpHBEJCHHAsA Bplle HHOOPMALHaA SBJSETCS
JAOCTOBEPHOH W TOYHOM. IJTa cepus MPOLYKLUMH fpou3BeneHa (BKIOYas yNAKOBKY (MapKUpOBKY) M KOHTpOIb
KayecTBa) Ha BHIIIEYKA3aHHOM TpPOW3BOACTBEHHOM Molnajake (TUIOWAAKAX) B [MOJHOM COOTBETCTBHH C
TpeGosanuamu [lpasns Haanexkamied NMPOUIRONCTBEHHON TIPDAKTHKH ERPA3nMACKOTO AKOHOMHUYECKOTO ¢oro3a (No
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeGoBaHUSIMU KOHTPOJLS KauecTBa JIEKAPCTBEHHBIX CPE/CTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [poaykr cootBercTByeT TpeGoBanuam HJT 3axmovenne: OJOSPEHO

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

IToarotosnero: Santosh Kumar | IIpoeepeno: Pardeep Kumar | /Onobpeno: Menemkep /

Maurya /A0 Pyicoropuress: Amit Kumar
& P o

Reprint Date: Reprint Date: Reprint Dat¥:

Hara: 25.02.2025 Hara: 25.02.2025 Jara: 25.02.2025

Registered Uffice: 8-2-337, Ruad Nu. 3, Baiyava lills, |lyderabad 500034, Teiongans, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.cam
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoayxr: Mbykann®, TabaeTu, NOKpHITHIE NIeH0YHOH 060104k, 400 Mr + 325 MT

Market / PoiHOK :Russia / Poccus

Batch No / - Batch Quantity / . 800000.0 tab /
Cepnst o i Obem cepun " 800000.0 126
Analytical Repovrt No/ . 040002811711 Date of Analysis / . 25.02.2025
AHanuTHYecKuii oTyer No JaTta anasn3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

JlaTa mpou3BoACTBA TogeH no

Mfg. License No. / MA number: /

ponszBoacTBEHHAS : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)

Homep PY

_JiHuensnst Ne __ '
Analysis performed according ND: / Anajms nposesen no HI: JIIT-Ne(003654)-(PT-RU)-101123

a TaKXe B COOTBETCTBHUH CO CHCI.(PI(l)HKaLIHHMH, coaepXKamuMHUCa B pETHCTPAlLlHOHHOM A0CHEC CTPAHbI-UMITOPTEpA.
3amucu no TNIPOU3BOACTRY, YINAKOBKE H aHaNTU3y MMPOBEPEHB], M1 YCTAHOBJIEHO UX COOTBETCTBHE TpCGOBaHHHM HpaBHJ'[
HaJliexallne i ['lpOI/BBO,IICTBeHHOﬁ NpPaKkTHKHu Enpasuﬁcxoro 3KOHOMHYECKOro Cotosan.

Remarks : The Product contorms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorpercTryeT Tpebosanuam HII 3akaroyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

IMoarotosneno: Santosh Kumar | ITpoepeno: Pardeep Kumar | /Ono6peHo: Mehevkep /

Maurya < ‘ PykoBoauTens: Amil\_}(u mar

Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 25.02.2025 Hara: 25.02.2025 Jata: 25.02.2025
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