Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel 1 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page10f 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponvicr: Hoviann”, radaerky. NokpsiThie NAeH0YHo# 060a04K0i, 400 Mr+ 325 Mr

Market / Ppinox :Russia / Poccus

Batch No/ . Batch Quantity / . 800000.0 tab/

Cepus Ni r V2401318 O6beM cepHH " 800000.0 Ta6

Analytical Report No / - 040002595191 Date of Analysis / - 27.07.2024

AnaguTHueckHil oTyer Ne Jara anannia

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa mpoH3BOACTBA T'ogen oo

Mifg. License No. / MA. ber: /

ITpouzBoaCcTERCHAAS : MNB/05/263 — : JII-Ne(003654)-(PT"-RU)
Homep PY

JipueH3ps Ne

Analysis performed according ND: / Ananus npogexen nmo HJI: JIII-Na(003654)-(PI'-RU)-101123

Ne | Test/ Iloka3aTean

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |OnuHcanue

Orange film-coated, capsule-shaped, one-side
scored tablets; whitc corc at the cross-section.
/  Tabaetkn  xancynoBuaHoH  Qopmsl,
NMOKpBITHIE MIEHOYHOIt obo:04Koit
OpaWXKCBOIO 1tBETA, C pPHCKOH Ha OXHON
cropoe; Ha MONCpeYIloM pa3pesc — SApo
Genoro usera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky karncynoBUaHOM
(bOpMBI, MOKPBITEIE TUIEHOYHOH 0601049KOH
OpaHIKEBOro LIBETA, C PUCKOH Ha OfHOH cTopoHe;
Ha MonepeyHoM paspese — aapo 6enoro unu
no4TH 6enoro ugera.

Remarks : The Product conforms to ND/
IIpumedanne: Ilpoaykr coorBeTcTBYeT TpeGoBaHusm HIT

Opinion : APPROVED
3awmovyenne; OJJOBPEHO

Prepared by /

IMonrotoBneno: Santosh Kumar
Maurya '

Checked by /
IIposepeHo: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /

7
PykoBoautens Manoj Kumar /. *{\_‘&"‘,“J

-

Reprint Date:
Hara: 27.07.2024

ﬁ_/’
Reprint Date:
Hata: 27.07.2024

Reprint Date:
JHara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

wwyedrreddvs.com

Tel: 161 402890 2980, Fax: +51 40 4300 2999, Email: maii@drreadys.com
CIM: L851S54P19SAFPLLO04507




@
Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulaticnh Unit-6

Vill. Khol, Nalagarh Roaa, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 2 of 10/ CTp. 2 43 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyscr: M6ywaun®, Tabnersn, nokperrste mieHoyHoi obonouroi, 400 mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi Ne RGR OGBem cepHi " 800000.0 Tab

Analytical Repo:'t No/ .+ 040002595191 Date of Analysis / . 27.07.2024

AnanuTHYeCcKHii oTdeT No JlaTa aHaNH3A

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa npoH3BOACTEA Togen g0

Mifg. License No. / MA number: /

IIponsBoacTBeHHast : MNB/05/263 . 5 : JITI-Ne(003654)-(PT-RU)
Homep PY

aunen3ns Ne

Analysis performed according ND: / Auamus nposeges no HJT: JITI-Ne(003654)-(PT-RU)-101123

|

2

Identification /
IMognuunocrhb

Complies as prescribed/
CooTtBeTCTBYET

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) /
Bpemena yJepKHBAHHs OCHOBHBIX ITHKOB Ha
XPOMATOrPaMMe HCITHITYEMOrO PACTBOPA JIOMKHbI
COOTBETCTBOBATH BPEMEHAM YIEPKHBAHHSA [1AKOB
Ha XPOMATOTPAMME DACTBOpa  CTAHZAPTHEIX
ubpasuoe nOyypodera u napaneTaMona (pamen
«KonuuecTBeHHOE OTpefieNISHIE»)

Average tablets weight /
Cpeanss macca TabneTox

974.1 mg/974.1 Mmr

940.9 mg to 999.1 mg
(970.0 mg+ 3.0 %)/

Ot 940,9 MT o
(970,0 mr £ 3,0 %)

999,1 MrI

Disintegration /

Pacnamaemocthb

09 min 32 sec/ 09 mun 32 cex

[Remarks : The Product conforms to ND/ | Opinion : APPROVED

Hpumeuanne: Hpoaykr coorsercreyer Tpedoparmam HIL

Not more than 30 min /
He 6omee 30 MuH

3akmouenne: OJJOGPEHO

Jara: 27.07.2024

Prepared by / Checked by / Approved by: Manager/Executive
INozrorornexo: Santosh Kumar | ITpoBepeHo: Pawan Kumar /Onobpeno: Menemxep / {
Maurya /19 PykoBoautens Manoj Kumar i\hﬁ_ﬁj
Reprint Date: Reprint Date: Reprint Date:

Hara: 27.07.2024

Hara: 27.07.2024

Regisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. #8140 4900 2960, Fay: +91 40 4300 2999, Email: mai@drraddys.com
CIN: L85 195AP1984PLCA04507

wwvdireddys.com




Dr.Reddy’s ‘f:‘

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

Vill. Khol, Nalagarh Road, Baddj,
Disit. Solan, H.P., 173 205, INDia,
Tei : +91 98156 56001-02
www.drredays.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT ATTATH3A

Page3 0of 10/ Ctp. 3 u3 10

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

[Ipogykct: Uoyknnn®, TabaeTKH, TOKPLITHIE MUIEHOYHOH 000304K0#H, 400 Mr + 325 Mr

Ipou3ssoacreenuas : MNB/#05/263

aunensas Ne

Analysis pcrform'eduf_lca)rd ing ND: / Anau3 npoBeaen mo HJI: JITT-Ne( 003654)-(PT-RU)-101123

Market / PrIHOR :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepns Ne nYZ01316 O6nem cepun " 800000.0 Tab B
e D L LA 040002595191 Date of Analysis/ . 57 o7 5074
AHaTHTHYECKHH 0TyeT Ne Jata aHaamn3a
Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029
Jara npoH3BOACTBA Toaen oo
e
Mfg. License No. / MA number: /

Homep PY ;. JITI-Ne(003654)-(PI"-RU)

5 |Dissolution /

Pacteopenue
; 96 % to 105%

94 % to 103%

Not less than 70% (Q) of CisH;2O2 (ibuprofen)
after 30 min/

He Menee 70 % (Q) Ci13H1s02 (ubympoden) depes
30 MuH

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

He menee 70 % (Q) CsHyNO: (mapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumcuanue: [IpoayxT cooTBeTcTBYCT TpeGopaHuam H] 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Noaroropneno: Santosh Kumar | Ilposepeno: Pawan Kumar /Omobpeno: Menemxep / \ >, {
Maurya B ﬂj Pykosoautens Manoj Kumar - _Y_‘l’i_‘li
Reprint Date: Reprint Date: Reprint Date:

Iata: 27.07.2024 Jara: 27.07.2024 Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 560034, Telangzna, India
Tel. +61 40 4900 2900, Fax: +51 4C 4200 2999, Erail: maii@drreddys.com
CIM: LB51354P1954PLCO04507
wwwLdrrcddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories [ td
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJIM3A

Page 4 of 10/ Cp. 4 u3 10

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

[tpoayscr: MBykann®, TaIeTKH, TOKPLITHIE NTeH04HOM 060104K0i, 400 Mr + 325 Mr

| Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust Ne - 2401376 O6bem cepHH " 800000.0 Ta6
Analytical Repo:'t No/ - 040002595191 Date of Analysis / . 27.07.2024
AnanuTadeckuii oTuer No JlaTa aHaHM3a
Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029
Jara npousBoacTBa Topen o
Mfg. License No. / MA number: /
IIpousBoncTBeHHAR : MNB/05/263 number: : JITI-N2(003654)-(PI"-RU)
Homep PY
auuenzus Ne |

Analysis performed according ND: / Asaaus nposeaen mo H/: JTTI-Ne(003654)-(PI-RU)-101123

6 |Related substances / 0.0001%

PoAcTBeHHbIE IPUMECH
Method 1 / Metop 1

Method 2 / Meton 2
0 1%

0.04%

than 0.005% /

6onee 0,005 %

Any individual

4-aminophenol (paracetamol impurity) - not more

4-amuHoderon (MpUMeck OapaleTaMosia) He

impurity (of ibuprofen or

patavelaol) - nol woie iay 0.3% /
Jwbas egunvuHas mpumecs (nOynpodena unn
napaueramorna) He Gonee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Merox 1 + Metoa
2) He Bonee 0,7 %

9 |Water / Boga 1.5%

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

Remarks : The Product conforms to ND/
Ipumewanue: [TpoAyKT coOTBETCTBYET TpeboBaHuAM H]

Opinion : APPROVED
3axnwuenune: ONNOBPEHO

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

[ToproToBneHo: Santosh. Kumar | IlpoBepeno: Pawan Kumar /Onobpeno: Menemxep / ,h ;.(

Maurya : :1:' PykoBoautens Manoj Kumar Pt
A

Reprint Date: Reprint Date: ' Reprint Date:

Hdara: 27.07.2024 Hata: 27.07.2024 Hara: 27.07.2024

Registered Office: 3-2

37, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, Indiz

-3
Tol, 19140 4800 29G0, Fax: +91 40 4900 2429, Ernail: maii@drreddys.com
CIt): L8319SAP1954PLL045D7

www drreddyz.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltg_
Formulation Unit-6

Vill. Kkol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIA3A

Page 50f 10/ Ctp. S 53 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoaykT: Hﬁy:c.rnm"’. TabIeTKy, TOKPLITHIE MJIEH0YHOI 060a0uKoii, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccns

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

Cepusi Ne RSO O6Bem cepun " 800000.0 Tab

Analytical Report No / - 040002595191 Date of Analysis / . 27.07.2024

AHaTHTHYECKHIT 0THeT No Jara ananuza

Date of Manufacture./ . 06/2024 Date of Expiry / . 05/2029

Jata npox3BOACTBA I'oxen xo |

Mfg. License No. / MA number: /

IIpousBoncTBEHHAS : MNB/(5/263 g : JIII-Ne(003654)-(PI'-RU)
Homep PY

Auuensnsa Ne o

Analysis performed according ND

: / Anagns nposeen no HJL: JITT-Ne(003654)-(PT-RU)-101123

10 [Uniformity of dosage
units /

OmHOPOIHOCTE
JIO3UPOBAHMA

- ibuprofen / u6ynpoceH

- paracetamol /
napaueTamon

2.5

1.1

Acceptance value (AV) should be not more than
15.0 / IMokazatens npuemaemoct (AV) nomken
6bITH He Gonee 15,0

Acceptance value (AV) should be not more than
15.0 / Iloxasarens npuemneMoctd (AV) gomxeH
6bITE He Gonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoxykr cooTBeTcTBYeT TpeboBanuiaM HJT

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by /
[TonrorosneHo: Santosh Kumar
Maurya

Checked by /
[1poeepeHo: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: MeHemxep / \} = JT
Pyxopoautens Manoj Kumar ! _j}_@;

Reprint Date:
Hara: 27.07.2024

J{H

Reprint Date:
Hata: 27.07.2024

Reprint Date:
Jara: 27.07.2024

Registercd Office: 8-2-337, Road No. 3, 2anjara Hills, Hyderabad - 560034, Telangzna, India
Tal, +S1 40 4900 2SG0, Fax: +91 4G 4300 2992, Eraail: maii@drreadys.com
CIM: LBT198AP 195.5PLCB0S507

wwvdrreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories |tg.
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
CEPTHOUKAT AHAJTTA3A

Page 6 of 10/ Crp. 6 u3 10

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

Hponyxcr: Uoykan #®, TaGiieTikKH, NOKPLITLIE NJIEHOYHO# 0Goa0uKoi, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepust Ne V2101316 Ofnem cepHH " 800000.0 Tab

Analytical RepOft No/ - 040002595191 Date of Analysis / . 27.07.2024

AHanuTHYecKkHnii oTyer No Jara ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

JaTa mpon3BoaCTBA ICogen no

Mig. License No. / MA number: /

11pou3BogcTBeHAAs : MNB/05/263 " : : JIII-Ne(003654)-(PI'-RU)
Homep PY

JHuensas Ne

Analysis performed according ND: / Anaaus nuposenen no HII: JITI-Ne(003654)-(PT" -'RU)-101123_

11 |Microbiological purity* /
MukpobGuonornyeckast
qyucroTa®

a) Total aerobic microbial
count / Obiee 4rcno
a3pobHBIX

MHUKPOOpPraHH3MOB

NA

b) Total combined yeasts
and mould count / O6mee
YHCIIO APOXIKEBBIX H
IJIECHEBbIX I'PAGOB

NA

¢) E. coli NA

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

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

Shall be absent in lg / OrtcyrctBHe B
It

Remarks : The Product conforms to ND/
Ipumeuanwue: [Tpoayxr cooTBeTcTBYeT TpeboBaHuam HJI{

Opinion : APPROVED
3axirouyenne: OJOBPEHO

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

[ToarotoeneHo: Santosh Kumar | Ilposepeno: Pawan Kumar /O po6pero: Menemxep / D

Maurya '35 % Pyxosoaurens Manoj Kumar "\‘n_ ) flw_—_(
e "4.—-'—‘ = Mg

Reprint Date: Reprint Date: Reprint Date:

Jara: 27.07.2024 Hara: 27.07.2024 JHara; 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, Indis
Tel. +51 40 4900 2260, Fax: +91 40 4900 2999, Emnail: maii@drreddys.com
CIN: L85135AP19584PLLOOASO7
www.direddyz.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories (td.
Formulaticn Unit-6

Vill. Kbol, Nalagarh Road, Baddi,
Disit. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
wwww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATH3A

Page 7 of 10/ CTp. 7 n3 10

Product : Ibuclin, filin-coated tablets, 400 mg + 325 mg
[Dpoaykr: Moyknnn®, TabneTku, nOKpLITHIE NIEHOYHOIH 000104K0¥, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus |

Batch No / ] Batch Quantity / _ 800000.0 tab / |

Cepus Ne B Ve O6beM cepun " 800000.0 Tad

Analytical Repo:'t No/ - 040002595191 Date of Analysis / . 27.07.2024

AHanHTHYECKH oTdeT Ne . ah JlaTa anajinia

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

HJara npousBoacTBa I'ogen no

Mfg. License No. / MA ber: /

TIpou3BoACTBeHHAR : MNB/05/263 g - JITI-Ne(003654)-(PT-RU)
Homep PY

annenzus No

Analysis performed according ND: / Ananns nporenen mo HJL: J]I'l—Ne{GﬂSGSd)—(!‘f—ﬁflj-lOl 123

12 |Assay / KoandecTBeHHOe 360.0 to 440.0 mg of C;3H ;302 (ibuprofen) per
onpeaeeHHe tablet /
Ot 360,0 Mr 110 440,0 Mr C3H 302 (Bynpoden) B
400.4 mg / 400.4 mr Tabnetxe
292.5 to 357.5 mg of CsHyNO: (paracetamol) per
tablet /
322.86 mg/322.86 mr Ot 292,5 mr 1o 357,5 mr CgHeNO: (napaueTtamon)
B TabneTke
13 | Package / ¥nakoBka 10 tablets in PVC/Al blister. 1 |10 tabletsin PVC/Alblister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / Tlo 10
leaflet in a carton. / 1o 10 Tabnetok | Tabnetox B [IBX/Al 6mucrep. Ilo 1, 2 umu 20
8 [IBX/Al 6muctep. ITo 1 6imcrepy |6nmcTepoB B Nd¥MKy KapTOHHYIO BMeCTe ¢
B [auky KapTOHHYI0 BMecTe C |HACTPYKIMEH [0 IPUMEHEHUIO.
MHCTPYKUIHEH NO MPUMEHEHHIO.
14 | Labeling / Mapkupogsxa |According to ND. / B cootsercreuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue Ilpu Temnepatype He Boiue 25 °C.
16 | Shelf life / Cpox 5 years/ 5 ner
FGAHOCTH

Remarks : The Product conforms to ND/
Ilpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBammam HJL

Opinion : APPROVED
3axmovenue: OJOBPEHO

Prepared by /

Maurya

IToaroToBIEHO:! Santos'E" Kumar

Checked by /

ITporepeno: Pawan Kumar
9]

3_ —

Approved by: Manager/Executive
/Opo6peno: Menemxep / ) i
Pykosoautens Manoj Kumar -x_}‘_‘&ﬂ? '

Reprint Date:
Hara: 27.07.2024

Reprint Date:
Hata: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telanganz, India
Tel, #8130 4500 2300, Fax: +21 40 4900 2988, Ernail: maii@drraddys.com
CIN: L851954P1984PLLN04507

wesvedrreddvz.com




Dr.Reddy’s €€

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 265, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Page 8 of 10/ Ctp. 8 u3 10

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

Ipoaykr: Hoykanu®, TabIeTRH, TOKPLITHIE ILUIEHOYHOI 06010uKo0ii, 400 Mr + 325 Mr

| Market / PoiHok :Russia / Poccens
Batch No / . V2401316 Batch Quantity / ~ 800000.0 tab/
Cepusi Ne [ 0Q6beM cepHH ' 800000.0 Ta6
Analytical Repo:-t No/ . 040002595191 Date of Analysis / . 27.07.2024
AnanuTHdeckHii oTyer Ne JaTa ananusa

Date of Manufacture / . 06/2024 I}ate of Expiry / . 05/2029
Jata npoH3BOACTBA TogeH g0

Mfg. License No. / MA ber: /

Ipou3BoICTBEHHAS : MNB/05/263 AAaer . JITI-Ne(003654)-(PT-RU)

Homep PY
nTHOeHsHa Ne -
Analysis performed according ND: / Anaans nposeses no HJI: JIT-Na(003654)-(PI'-RU)-101123

Note: References in the normative document are given to the Rus. Ph X1V,

* 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.
Hpuenayue: CobUKK B HOPMAaTHBHOM NOKyMeHTaLuy npupenenst Ha I'® PO XTV.

* [TpOBOAWTCH NPOH3BOMHTENEM NIPH BRITYCKE EPUOMMEECKH: WK KakaoH 20-0i cepun unu He Menee | pasa s rox. [Tokasatens MOKCT Gerts He

BKJIIOYEH B CepTHRKKAT aHANH3a PHPMBI.

API name / HaumenoBanune ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number / PIBM240041 1413/23-24

Homep cepau npouzpogutens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGCTaHIHH MPOH3BOAHTE.IA FERA00229 FERA00274

rJI®d:

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [Ipoayxt cootsercTByeT TpebosanunaM HIT 3akmouenune: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarotorneHo: Santosh Kymar | [Iporepeno: Pawan Kumar /Opo6peno: Menemxep / 9 (I
Maurya ﬁ 31’ Pykosogutens Manoj Kumar *.1'_1'1’ =
Reprint Date: Reprint Date: Reprint Date:

Hara: 27.07.2024 Hara: 27.07.2024 Hata: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad -

500034, Telangzna, india

Tel, +51 40 4900 2900, Fax: +41 40 4900 2999, Ernail: maii@drragdys.com

CIN: L35135AP1984PLCO04507
wwwdrrecdys.com




Dr. Reddy's Laboratories |td.
Formulation Unit-6

e
Dr. ReddY’s ‘... Vill. Kiiol, Nalagarh Road, Baddj,
¢ Distt. Solan, H.P., 173 205, IND!a,
Tel : 491 98166 56001-02
wwiw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIA3ZA

Page 9 of 10/ Ctp. 9 310

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
peonykr: Wovennu®, tTabaerkn, MOKPLITLIE MIEHOYHOMH 06001 KoM, 400 Mr + 325 mr

Market / Poiniok :Russia / Poccust

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

Cepng Ne AL O6beM cepHH * 800000.0 Tab

Analytical Repo:'t No/ - 040002595191 Date of Analysis / . 27.07.2024
AnanuTHYecKHii oTyeT No JlaTa anajiusa |
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

Jata rpoH3BOACTEA Toxen no

Mfg. License No. / MA ber: /

IMpou3BoaCTBEHHAS . MNB/05/263 Ll ag : JII-Ne(003654)-(PI"-RU)

Homep PY
nnueH3us Ne
Analysis performed according ND: / Auanus nposeaen no HJL: JIT-Ne(003654)-(PT-RU)-101123

Solara Active Pharma Sciences Sn Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Cosrapa OKTuB Limited, India / Ulpx Kpuna
IIponspogutenn ADC, cTpana: ®apma Caliencus Jlumures, ®apmaciloThkanc Jinmuren,
Hnpna Hnand

kP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
TT-p Peaan’c JTaGoparopue JIta,. Fnumx, IlponssopcrBenHoe
noapasfenenue-6, Bumn. Kxone, Hanarapx Poya, bamau, Juctphir
Conaun, X.I1., 173205, Uuaus (mauensus Homep MNB/05/263)

Name, address, authorization No for
manufacturing site / Control site / Release
site /

HauMeHNRAHUE, ANNeC, THIIEHIHS 108
IponspoacTeenHas naowanka / Ilnouagka
| KOHTPOJIS K24eCcTBa / IlnomaaKka BeINycKa

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».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeranne: [TpoaykT cooTseTcToyeT Tpebosanmam HJT 3axmiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[ToaroTorneHo: Santosh Kymar | [Iposepeno: Pawan Kumar /Onobpeno: Menemxep / ‘\, é, (
Maurya ( Pyxosogureas Manoj Kumar ‘¥t
G A

Reprint Date: Reprint Date: Reprint Date:
Hata: 27.07.2024 Hata: 27.07.2024 Hara: 27.07.2024

37, Road Nao. 3. Eanjara Hills, Hydersbad - 560034, Tetangane, Indis
C 2900, Fax: +91 4C 4200 2999, Email: maii@drraddys.com
CIM; LS5195AP1954PLC004507
wuendireddys.com

Regisiered Oifice: 8-2-3
Tej. +21 50 490




Dr. Reddy's Laboratories (td.
‘ ... Formulaticn Unit-6
’ * Vill. Khol, Nalagarh Road, Badd;
Dr. Reddy S Ne Dist. Solan, H.P, 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIH3A

Page 10 of 10/ CTp. 10 u3 10

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

Hpomy &r: AGykann®, Ta6aeTKE, NORpLITHIC NienokHoH 060sn01Koi, 400 Mr + 325 Mr o

Market / PeiHok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne PRSI0 ObGbem ceplil " 800000.0 Tab

Analytical Repo:‘t No/ - 040002595191 Date of Analysis / . 27.07.2024

AHAJIMTHYECKHH 0THeT Ne JlaTa aHaJin3a

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JlaTa NpoH3BOACTBA I'onen xo

Mfg. License No. / MA number: /

IIpou3BocTBCHHAA : MNB/05/263 i ) : JITE-Ne(003654)-(PT-RU)
Homep PY

TUTIeH3Ha Ne

Analysis performed according ND: / Anann3 nposenes no HJL: JITI-Ne(003654)-(PI'-RU)-101123

3akirodeHre 0 co00TBeTCTBHH: «HacToAIUM s MOATBepKaK0, YTO NpHBEAEHHAs Bbille HHPOPMALIUS ABNAETCA
JOCTOBEPHOH M TOYHOH. DTa cepus MpOAyKLMH NpOU3BeleHa (BKIIOYas YNAKOBKY (MapKUPOBKY) M KOHTPONE
KayecTBa) HAa BBILIEYKA3aHHOW MPOM3BOACTBEHHOH miomajke (NAoManakax) B MOMHOM COOTBETCTBHU C
TpeGoBanuAMH [IpaBun Haanexaliei NPOM3BONCTBEHHOM mpakTuky EBpasnickoro skoHOMHYECKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpebOBaHHAMHU KOHTPOJIA KaueCTBa JIEKAPCTBEHHBIX CPEACTB,
a TaKKe B COOTBETCTBHH €O CleUUPUKALUIMH, COAEPKaLIMMHUCA B PErMCTPAMOHHOM I0CHE CTPaHbI-UMIIOpTEpa.
3aITHCH TI0 IPOH3BOJICTBY, YAKOBKE M AHANN3Y NIPOBEPEHEI, 1 YCTAHOBIEHO HX COOTBETCTBHE TpeboBaHUAM [1paBun
HaJlJexcalei poU3BOJACTBEHHON MPaKTUKK EBpasHHCKOro 3KOHOMHYECKOr0 COK3ay.

Remarks : The Product conforms to NI/ Opinion : APPROVED

Ipumeuanne: I1poaykT cooTBeTcTBYET TpeboBanusm HII 3axkmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Ioarotoenero: Santosh- Kumar | [Ipoeepeno: Pawan Kumar /Opo6peno: Menemxep / = [
Maurya é{ _/!, 7 PykoeoguTenr Manoj Kumar \thﬂf;f
Reprint Date: : Reprint Date: Reprint Date:

Tarta: 27.07.2024 Hara: 27.07.2024 Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydersbad - 500034, Telangana, India
Tel: +#51 40 4900 2900, Fax: +51 4C 4300 2995, Email: maii@drreddys.cem
CIM: L85195AP1984PLCA04507
wwyy.drreddysz.com




