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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 1 of 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg ]
Hpoaykr: I/IﬁyKJmH®, Ta6JIeTKH, MOKPHITHIE MJIeHOYHO# 060/104K0ii, 400 Mr + 325 mr

Market / PbiHOK :Russia / Poccns

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne  Vieottaie Ob6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ . 040002813118 Date of Analysis / . 94.02.2025

AHaJuTHYecKHIi oTyeT No JlaTa aHasn3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa npou3BoACTBA T'onen g0

Mfg. License No. / .

ITpousBoacTBEHHAs! : MNB/05/263 Mitmumber] . JIII-Ne(003654)-(PT-RU)

Homep PY

Junen3ust N - -

| Analysis performed according ND: / Anaqn3 nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

[Ne |Test/ HMokasarean Results/ PesynbTaThl Specification / Hopma
|Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onuncanne one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / TabneTku cross-section. / TabyieTku KancyJoBHAHOMR

KamncyJIoBHAHON GOPMBI, HOKPHITEE | (HOPMBI, MOKPBITHIE INIEHOYHON 000I04KOMH
IUIEHOUHOH 060NOUKO OpaHXKEeBOTr0 |OpaHkKEeBOro LBETA, C PUCKON HA OJHOH CTOPOHE;
LIBETA, C PUCKOMN Ha OIHOW CTOPOHE; |Ha MONepeyHoM paspese — AApo 6enoro uiu

Ha MONEepeyHOM paspese — A4po noyTH 6en0ro uBeTa.

OeJioro uBeTa.

<
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr cooteeTcTByeT TpeboBanusm HJ| 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarororneHo: Santosh Kumar | IIposepeno: Pardeep Kumar /Ono6peno: Menenxep /
Maurya @ p PykoBoaurens: Pavan Kumar Sharma
2 ol % Ko Shue

S P
Reprint Date: Repriut Dale. Repiiut Date. &~
Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

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




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, lNDIA
Tel 1 481 9R16E 5500102

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6ykaun®, Ta6s1eTKH, NOKPHITHIE MJEHOYHOH 060104K0#, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / _~ 800000.0 tab /

Cepust Ne ¥ V2500279 Oodbem cepun * 800000.0 Tab

Analytical Repo“rt No/ - 040002813118 Date of Analysis / - 24.02.2025

AHaJMTHYeCKHI oTYeT No JlaTta anannsa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa mIpoH3BOACTBA Tonen oo

Mfg. License No. / ]

Ipou3BoACTBeHHAs! - MNB/05/263 R R SEy . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

_Analysis performed according ND: / AHaau3 nposenexn no HI: JIH-N9(003_654)-(PF-RU)-101123

2 |Identification /
IMoaTHHHOCTH

Complies as prescribed/
CoOTBETCTBYET

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 ynep»uBaHHsS OCHOBHBIX MHKOB Ha
XpomaTorpamMMe HCTBITYEMOr0 PacTBOpa AOJKHbI
COOTBETCTBOBATb BpEeMEHaM YAECPXXHBaHHsI TUKOB
Ha XpoMarorpaMMme pacTBopa CTaHAapTHBIX
obpasiioB ubynpodeHa U napareramona (pazaein
«KonndecTBeHHOE OnpeieieHUEY)

3 |Average tablets weight /
Cpennsist Macca Ta0/1eTOK

972.5 mg/972.5 mMr

940.9 mg to 999.1 mg
(970.0 mg = 3.0 %) /
Or 940,9 Ml J0 999,1 MI

(970,0 Mr + 3,0 %)

4 |Disintegration /
L PacnagaeMocTsb

10 min 23 sec/ 10 muH 23 cek

Not more than 30 min /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar
Maurya

Checked by /

[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Opo6peno: Menemxep /
Pykosoautens: Pavan-Kumar Sharma

i

|

Reprint Date:
Hara: 24.02.2025

= ::-L- -
Reprint Date:
Harta: 24.02.2025

P

Reprint Date:
JHara: 24.02.2025

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




Dr.Reddy’s ‘_’o

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 u3 10

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

Mpoayxr: U6ykaun®, Ta61eTKH, NOKPLITHIE NJEHOYHOI 060.10uKOi, 400 Mr + 325 Mr

nunenzua No

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusi Ne # V2500279 O6bem cepuu " 800000.0 Tab

Analytical Rep0ft No/ - 040002813118 Date of Analysis / - 94.02.2025
AHaJHTHYECKHH oTueT No Hata apaauza

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa npon3BoAcTBa T'ogen go

Mfg. License No. / MA number: /

IMpouzBoncTBEeHHAS : MNB/05/263 Homep PY . JIII-Ne(003654)-(PI'-RU)

Analysis perforaed_ according ND: / Auanu3 nposegen no HJI: JITI-Ne(003654)-(PI-RU)-101123

5 |Dissolution /

PacTBOopenne

98 % to 101 %

98 % to 101 %

Not less than 70% (Q) of C13Hi302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (napaueramon)
yepe3 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorsercTByeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

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

IMoarotoBneno: Santosh Kumar | IIposepeno: Pardeep Kumar /Ono6peno: Menemxep /

Maurya g)" PykoBoaurens: Pavaw Kumar Sharma
P o= _ "_ =

Reprint Date: Reprint Date: Reprint Date: -

Hata: 24.02.2025 Hata: 24.02.2025 Hara: 24.02.2025

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




Dr.Reddy’s ‘;

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

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

.
Tei . +91 68166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 n3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykaun®, TabieTKH, NIOKPHITHIE MJIEHOYHO 060104K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 800000.0 tab /

Cepus Ne £ V2500279 O6beM cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002813118 Date of Analysis / . 94.02.2025

AHanHTHYeCKHIi oTyeT No Jlara ananusa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa npon3BoJcTBa T'ogen no

Mfg. License No. / MA number: /

ITponzsoacTBeHHas : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY

JnueH3us Ne

Analysis perforn_led according ND: / Ananns nposegen no HJ: ._JIH-N9(003654)-(PF-RU)-101123

6 |Related substances /
PoacrBenHble pHMecH
Method 1/ Merton 1

0.001%

4-aminophenol (paracetamol impurity) - not more
than 0.005% /
4-amuHodeHon (OpuMech MNapaleTaMmona) He
oonee 0,005 %

Any individual impurity (of ibuprofen or
Method 2 / Meton 2 Below BDL / Hmwke mopora|paracetamol) - not more than 0.3% /
perucTpanuu Jiobas equHUYHAs npuMech (UOynpodeHa wiH
napateramona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.0005% than 0.7% / Cymma npumeceit (Meton 1 + Merog
2) "e 6onee 0,7 %
7 |Water / Boaa 1.5% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykr cootsercTByeT TpeboBanuam HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Santosh Kumar
Maurya

2

Checked by /

oL

IMpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
Pykosoautens: Pavan gim_]a_l: Sharma

——

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

—_—

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €

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

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

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 5 of 10 / Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: H6ykann®, Ta6eTkH, NOKPbITbIE IJIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / Ppinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus No R O0beM cepun * 800000.0 Tab
Analytical Repo‘}'t No/ - 040002813118 Date of Analysis / . 24.02.2025
- AHasnTHYecKHii oTyeT Ne Jarta anannsa
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTta npou3BoacTBa T'onen o
Mfg. License No. / MA number: /
HpounzsoacTBeHHan : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY
JAuneHsus Ne

Analysis performed according ND: / Ananu3 nposeaex no HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OpHoponHOCTh
JIO3UPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
napaleTamon

Acceptance value (AV) should be not more than

1.4 15.0 / Hokazatens npuemiaeMocTd (AV) n0JbkeH

ObITh He Oonee 15,0

Acceptance value (AV) should be not more than

1.4 15.0 / Iloka3arens npuemiaeMocTH (AV) HODKEH

ObITE He Oonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3axmwouenune: OJOBPEHO

Prepared by /
IToarorosnerno: Santosh Kumar
Maurya £

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnobpeHo: MeHemxep /
Pykosoaurens: Pavay Kumar Sharma

Reprint Date:
Hara: 24.02.2025

Reprint Date: -

Hata: 24.02.2025

Reprint Date: -

Hara: 24.02.2025

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




@
Dr.Reddy’s ‘%

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\Mpoayxr: M6ykaun®, TabaeTKH, HOKPHIThIE IEHOYHOl 060.104K0i, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus
Batch No / _ Batch Quantity / ~ 800000.0 tab /
Cepusi Ne £ V23002472 O6nem cepuu " 800000.0 Tab
Analytical Report No/ - 040002813118 Date of Analysis / - 24.02.2025
AHannTHyeckHii oT4er No JaTa aHaun3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

| JlaTa mpou3BoAcTBa Togen a0
Mfg. License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 ) . JII-Ne(003654)-(PT'-RU)

Homep PY

JuneH3us Ne

Analysis performed according ND: / Anasus nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Muxpobunojorudeckas
4YHCTOTA*

a) Total aerobic microbial
count / Ob11ee Yucio
a’pOOHBIX
MUKPOOPraHU3MOB

b) Total combined yeasts
and mould count / Obuiee
YHCIIO APOXIKEBBIX U
TIECHEBEIX TPHOOB

¢) E. coli

NA

NA

NA Shall
ir

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

be absent in 1lg / OrtcyTcTBue B

Remarks : The Product conforms to ND/
Ipumeyanue: Ilpoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
[Monrotrosneno: Santosh Kumar

Maurya @
o A

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive

/Ono6peno: Menenxep /

Pykooautens: Pavan Kumar Sharma
T S

| e e

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hata: 24.02.2025

P

Reprint Date:

Hara: 24.02.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 7 of 10 / Cp. 7 m3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykaun®, Ta6/1eTKH, NOKPBITHIE MJIEHOYHOH 0060J104K0ii, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne F V2500279 O0bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002813118 Date of Analysis / . 24.02.2025

AnannTHyeckuii oTuer Ne JaTa anaynu3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTa npon3BoacTBa Tonen 1o

Mfg. License No. / MA number: /

IlpouszBoacTBeHHAN : MNB/05/263 ) ¢ JITI-Ne(003654)-(PT'-RU)
Homep PY

JuneH3ua Ne

Analysis performed according ND

: / Ananu3 nposenen no HJL: JIII-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonndecTBeHHOe 360.0 to 440.0 mg of C;3HisO: (ibuprofen) per
onpenejeHne tablet /
401.6 mg /401.6 mr Ot 360,0 mMr o 440,0 mr C3H 50, (ubynpoden) B
TabneTke
292.5 to 357.5 mg of CsHosNO; (paracetamol) per
tablet /
323.53 mg/323.53 mr 071292,5 mr 1o 357,5 mr CsHoNO» (mapaueramon)
B TabyeTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / [To 10 Tabnerok |Tabnerox B IIBX/Al 6muctep. o 1, 2 unu 20
B IIBX/Al 6muctep. Ilo 1 6nmuctepy |6nuMCTepoB B MNauky KapTOHHYIO BMECTE C
B MayKy KapTOHHYK) BMECT€ C |HHCTPYKLHEH 10 NPUMEHEHHUIO.
HHCTPYKLHEH N0 MPUMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. /B cootserctauu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHue IIpu Temnepatype He Bbie 25 °C.
14 | Shelf life / Cpox S years / 5 net
TOIHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanmne: IIpoaykr coorerctByeT TpeboBanuam HJJ

Opinion : APPROVED
3akmwouenune: OJIOBPEHO

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

INoarororneHo: Santosh Kumar | IIpoeepeHo: Pardeep Kumar /Opo6peHo: Menemxep /

Maurya Tgl r PykoBoautenp: Pavan Kumar Sharma
o, (. =l — —— —

Reprint Date: Reprint Date: Reprint Date: ==

Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




4 Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIWU3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| Hpoayxr: M6yknun®, TabaeTku, MOKpPHITHIE IIEHOYHOI 060104K0#, 400 Mr + 325 Mr

Market / PbiHok :Russia / Poccus

Batch No / ; Batch Quantity / ~800000.0 tab /

Cepus Ne A O6neM cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002813118 Date of Analysis / . 94.02.2025

AnasuTHyecKuii oTyer Ne JlaTa aHaau3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JdaTa mpon3BoaCTBA Topen o

Mfg. License No. / MA number: /

IpoussoacTBeHHas : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JHeH3usa Ne -

Analysis performed according ND: / AHa143 IpoBeeH 1o HI_[: JIII-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.

[Tpumeyanue: CchblIKd B HOpMAaTHBHONH JOKYMEHTalUUK NpuBeaeHbl Ha 'O PO XIV.

* [TpoBOAMTCSA TIPOM3BOUTENEM NIPH BbIMYCKE TEPHOAHHECKH: ISl KaxkJok 20-0¥i cepnu nnu He MeHee 1 pasa B
roj. ITokasarenb MOXeT ObITh HE BKIIIOUEH B CEPTU(HUKAT aHANIU3a QUPMBI.

API name / Haumenosauue ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [laparieramon
API manufacturer batch number / PIBM240215 APAP/24091296
Howmep cepuu npouspoaureys APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIHH IPOH3BOAMTENS FERA00729 FERAO00540

I'JI®:

API Manufactured by & country /
Hponseonurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTHB
®dapma Caitencus Jlumuren,
Unnns

Granules Indja Limited, India /
I'panynec Uuaus Jinmuren, Muau

Remarks : The Product conforms to ND/

Opinion : APPROVED

Hpumeuanue: [IponykT coorBercTByet TpeboBanusaM HII 3akawuenne: OTOBPEHO

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

[Toarotosneno: Santosh Kumar | [Ipoepeno: Pardeep Kumar /Onmo6peno: Menemxep /

Maurya L‘; I PykoBoautens: Pavan Kumar Sharma
s N == e : ___)_,~—'"'_'-

Reprint Date: Reprint Date: Reprint Date: B

Hara: 24.02.2025 Jata: 24.02.2025 Hara: 24.02.2025

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




Dr. Reddy's Laboratories Ltd.

‘..

! ® Formulation Unit-6

Dr. Red dy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Mpoaykr: Uoykann®”, Tabiaerku, NOKPbITHIE IUIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne ] O6beM cepun * 800000.0 tab
Analytical Repo‘}‘t No/ . 040002813118 Date of Analysis / © 24.02.2025
AHanMTHYeCKHi oTyeT No JaTa anayinza

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2030

JaTa mpou3BOACTBa I'open xo

Mfg. License No. / MA number: /

IIponsBoacTBeHHAS : MNB/05/263 ’ ;. JITI-Ne(003654)-(PT'-RU)

Howmep PY
JUneH3Hs Ne L -
Analysis performed according ND: / Ananu3s nposenen no HJL: JIII-Ne(003654)-(PI'-RU)-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) /
HaumeHoBaHue, agpec, JHLECHIUA IS J-p Pennn’c Jlabopatopuc JIta., Manus, IIpoussoacTBeHHOE

IIpouzBoacTBeHHas naomanka / Ilnomanka noapazfenenne-6, Bum. Kxons, Hanarapx Poyn, bannu, JInctpukr
KOHTPOJIA KayecTBa / Ilnomaaka BeInmycka Conan, X.I1., 173205, Ungus (muuensus 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».

3akiao4eHne o cooTBeTcTBHH: «HacToAMMM s MOATBEPXKAAIO, YTO NPHBEAEHHAs BhIIe HHPOPMALUs ABIAETCA
JOCIOBEPHON UM TOUYHOU. D1d cepust LPOAYKLMU 1IPOMSBEIACHY (BKIKOYYN YUAKUBRY (MAPKUPUBKY) KM KOHIPUIb
KayecTBa) Ha BHINEYKAa3aHHOW MPOM3BOJACTBEHHOM momw@aake (IUIOWAAKax) B TOJHOM COOTBETCTBUH C
TpeboBaHusmu [IpaBun Haanexaiueit Npou3BOACTBEHHOHN MpakTHKH EBpa3suiickoro 3KOHOMHMYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsabps 2022) u TpeboBaHUAMH KOHTPOJIS KAYECTBA IEKAPCTBEHHEIX CPENICTB,

Opinion : APPROVED

Remarks : The Product conforms to ND/
3aknwuenne: OJJOGPEHO

IIpumeuanune: [IpoaykT coorBeTcTBYeT Tpebopanusm HJI

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

[Moarotosneno: Santosh Kumar | IIposepeno: Pardeep Kumar /Ono6peHo: Menemxep /

Maurya ;5 / PykoBoautens: Pava;g Kumar Sharma
A |

Reprint Date: Reprint Date: Reprint Date: -

JHara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.

! . Formulation Unit-6

Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 10 of 10 / CTp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MponykT: H6ykaun®, Ta6/1eTKH, NOKPLITLIE IIEHOUHOH 060J104K0M, 400 mr + 325 mr
Market / PoiHOK :Russia / Poccust
Batch No / . Batch Quantity / - 800000.0 tab /
Cepus Ne e O6beM cepuu " 800000.0 Tab
Analytical RepOft No/ - 040002813118 Date of Analysis / . 24.02.2025
AHaJHTHYECKHI oTueT No JlaTa apanu3za
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JaTa mpou3BoacTBa I'ogen a0
Mfg. License No. / MA number: /
IIpousBoacTeeHHasn : MNB/05/263 ) : JIH-Ne(003654)-(PI'-RU)
Homep PY
_muenzust No
Analysis performed according ND: / Ananu3s nposegen nmo HJI: JITI-Ne(003654)-(PI'-RU)-101123

a TakXe B COOTBECTCTBHUU CO CHCI_lI/l(bHKaLH/I}IMI/I, COoACpXKallUMHUCA B PEruCTpallMOHHOM J0CHE CTpaHbI-UMIIOPTEpPA.
3armcu 1o IPOU3BOJCTBY, YIIAKOBKE U aHAJIU3Y IIPOBEPEHDI, U YCTAHOBJICHO NX COOTBETCTBUC TpC6OBaHPI$[M HpaBun
Hajanexauiei TIpOH3BO,HCTBCHHOﬁ NPaKTHKHU EBpa3HﬁCKOFO 3KOHOMHYECCKOI'0 COro3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [poaykT cootBercTByeT TpeboBanusm HJT 3axumouenne: OIOBPEHO

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

IToarorosneno: Santosh Kumar | [Iposepeno: Pardeep Kumar /Ono6peno: Menemxep /

Maurya (§1 | { PykoBoautens: Pavan Kumar Sharma
)=

Reprint Date: Reprint Date: Reprint Date: Lo

Jlata: 24.02.2025 Hata: 24.02.2025 Jata: 24.02.2025

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




